
Ih'IN: fC?MRIA J.M. MXTE 
49 PIAIN i5TlmEz 
KRTH -, MA 02760 

3D LINE USA, INC. 
ATlN:KARENHRICWCI?lT 
2807a.DcxmT~ 
lTarmxa,m221208 

3MampANy 
ATlN:IAELJPICXElT 
3MamIm,Bux3.260-2B-12 
ST. PAuL,MN 55144 

3McmPlwY 
ATm:rxEFu -cH 
zQ4cm?rERm~26cF2B-l2 
ST. PAUL, m 55144-loo0 

3MaIMPm 
ATIN:- plr!mIT 
~cmrER,Eiux260-25x2 
srPAuL,FN 55144 

-m., INC. 
ATINzMIQWELDCBXHI 
170 Fcm PATH RD. 
mxszN,crO6443 

OSEMD m., INC. 
ATIN:MICHAEiDCXXHI 
170 Fcm PAW RD. 
M?aIm,crO6443 

-m., INC. 
~MICXAELDCXCBI 
170 FmT PATH Faa 
MADIScN,c!rO6443 

~Mi?tiiiDm&XXI 
170 Fcm PATH m. 
MADIScN,crO6443 

A&AMEDICAL,INC. 
A!rm:JIfaD l4ANsmR 
9370 - l?RIaz 
ALEwaTm,GAxxx)4-3383 

510(k) m: K392504 
PHXEIND: 508643-0434 

510(k) m: KOO1163 
PHXEIW: 41cGm-1730 

510(k) ND: K992489 
Ff-33EM3: 651-733-3594 

510(k) m: IO301114 
23-KNEpJo: 651-737-9267 

510(k) IQ KO02452 
RXNEIW: 651-733-5027 

510(k) ND: K993881 
HXNE2N3: Em-9664453 

510(k) No: K993@34 
PICNEEX): 800-966-6453 

510(k) m: KDO1486 
!Z-INEiND: 203-245-4901 

510(k) m: KfXUiXl 
Ff-KNECD: Em-9664453 

510(k) m: K994256 
FT-KWIKI: 770-343-8400 

X-JAN-2c.L) 
page1 

DEXICE:EMsKERMlT 
.'XDlX!ISICNMADE: 27-JAN-2ooO 
510(k) SUM-WY Am FEam FDA 

'j I,) 4 2 'Oi ,jiiN I'/ ; :53 
DEvIa?l: DMLC Iv-m 
SEDECISICNHADE: 23-CCT-2MXl 
510(k) SU+i?WY AWULAELE FRX FDA 

DEVICYQ3MTRSYSTFZd 
SFeDECISIa'IIGDE: ~~YJAN-~CCCI 
510(k) m AVAILAXE FRX ElX+ 

DEvIcE:3JsQuIKTEMPTEMKmzKlTcN- 
~:SICNM+DE: 09-JUN-2ooO 
510(k) SUW4U AWILABLE FFuX FDA 

DEvIa: 3fFELYxvENEER Gmmrm-INPAsrER 
SEDEcIsIm~: 28-SEs2000 
510(k) SL&MMf AVAIUBLE RX%% T?DA 

DEVICE:GENXCSJLTWEDISH 
SEDECISICNMADE:14-F'EB-2000 
510(k) sM!AFtY AVAIUBmE FFXN FaA 

DEVICE:GENXMIClWIUXS 
SEiDECISICNMpJIE:14-FEB-2ooO 
510(k) SLMGRY AVAILABLE: F'FCN FDA 

DEvIczkGENxamAAmPuRIFI~cNsYsTEM 
S??,DEXXSICNM7!DE:15-SEP-2OCXl 
510(k) m 

DEVICR-CXDA-- 
SE DECISICN MADE: 22-MYG2000 
510(k) smmmrr 

DEvIc5: SucrIm IRFuGATIa TRuMPEr vATNESEr,m~Q65-S23 
SEDECIS1CNMhDE:03-FEB-2000 
510(k) SUbMARY AVAZ?BTX FFCN FDA 



A&AMEOICF!L,lW. 
A!llm:m I+ANsam 
9370 - TrIwcE 
-‘~3ooo4-3383 

A&DE&INEXFUM,~. 
Alm:JERRY WlAm 
1555 I42 cZNXE!S DR. 
MILPm, CA 95025 

A&DE%m,It'?Z. 
EMXlXB.S 
mlx:JE%m WANG 
l555V DRIVE 
l4IIPm, CA 95035 

A-DEC, INC. 
A!rIN:praFcccx RIumaJR 
2601 m DR. 
r4EHBEx, CR 97132-9257 

A-DEC lx. 
Am!N:-rLzmm?i m 
2601 - DR. 
NExmms, CR 97132-9257 

A-DE, INC. 
TsrcN:llxlENA sI74liDm 
2601mDR. 
NEmac, CR 97132-9257 

Ad-DEE, INC. 
ATm:rJxmm i5?rzaDRJDGE 
2601 m DR. 
NEWBEE, CR 97132-9257 

A-MsYm, INC. 
A!rm:srEvE GFtlssm 
l31BUSINSSPAFK~ 
P.O. KZ 850 
a4FcmxG, WA 98324 

A-&ml SYm, m. 
ATIlN:laBEmA v 
2491 EUYIMAN AVE. 
S, CA 95691 

510(k) m: KOOO027 
H3INEN3: 770-343-8400 

510(k) m: K993ll6 
Pi-KNEN3: 408-263-5333 

510(k) ND: IQ02115 

PHcNEm: 408-263-5333 

510(k) Xx If993526 
H-KNEND: 503-537-2756 

510(k) Nz ICNB66 
PHlEI?D: 503-538-9471 

510(k) ML): KDOO967 
FFKNEND: 503-538-9471 

510(k) m KOO0968 
PfKNEN3: 503-538-9471 

510(k) No: KOo654 
PlXNEIW: 360-683-8300 

510(k) IW: K992592 
PKNEPJS: 9X-375-7400 

mm: -m NEEDLE, l+smEL R65-933 
SEDEx!Is1cNmDE: oz!-AER-2cm 
510(k) SIBWiRY AVAILAEU FI7cM FDA 

DEVICE: Am MEDIc?iLl UT-101 LE3BZWX DIG= EAR VEXMXER 
SEDIaxSIm~:l2-APR-2OOO 
510(k) SmmmfC 

D.EvIcms.DMEDIc7&~ UB-4OllT&US-QO1DIGI!lALEiUXl)PRESSUR 

sEDECISICNMADE:25JoGxxx) 
510(k) smmmt?T 

DEvIak--Is- HMDPIFCFi 
SEDEms1cNmDE: llYJAN-2m 
510(k) sIz1I1EMENT 

DJWIC.F,:4631cu3DELIWWSYSIIEH 
sEDEcIsIcN~: 03-mY-2m 
510(k) smmm?r 

DEVICE: 4.635 AssIm’s -a 
siEiDExxSIm~:o~-2m 
510(k) m 

DEVIC!E: 3181DW DELMCRY SYSTEM 
SEDECISICNMADE: 03-M7Sf-2000 
510(k) mA!BHNT 

DEvIa: VMAX 
!ZDlXISICNMADE:14-NYJ-2(xx3 

510(k) St.&WRY Am FFCN FaA 

DEVICE: - cEsRIRIFu”AI,mPuMPsY~,M=DELBB2000 
SEDEas1mMADEt: 04-M?u-2Ocm 
510(k) SUH4MiY AVAYUWW F'RX FDA 



I 
~11 wmLImmmmm (W 510(K) W CR 510(K) - 16-JAN-2oe. ~1 

FtXF'INAL,DIXISI~REX@REDDURIW ?HEFERIaJo1-mN-2OcoTHFaxH 31-DEG2CCO pase3 

A.R.C. LASER= 
A!rIN:DiwIEL HEFER 
2417 SX?IH 3850 WEST 
SALTLAKECITY,vT84~0 

A.R.C. LASER ACT 
A!rIN:DANIEL I 
2417 SWIH 3850 WEST 
sALITL?mczcxY, ur84l.20 

A.R.C. LASER aX@. 
ATm:DAlaEL HxEm 
2417 XUlH 3850 WEST 
SALTLAKECMY,uT84l20 

AARXMEDICALl 
zXI'IN:RICHARDAm 
7100 3OlXAVFi.W 
sr.FmmsmG, FL33710-2902 

AAXNME3XCX.INwslRlEs 
ATm:RIcx IuJzuxF 
7100 3UIYHAVE. NXUFl 
ST. B, FL 33710-2902 

AAFWMEDICMIINXMWES 
50 
A!IlN:Fua-mm Iu.Dzum 
7100 3QU-IAvE. NXUH 
ST. B, FL 33710-2902 

ABBICDISK 
ATIlu:ANNE D 
DATA- 10 
-, 

ABBIaxSK 
TirrlN:ANNE Bz8xsmw 
DAL- 10 
-, 

ABBICDISK 
A!!n?:m BcKJsmm 
DAL- 10 
ScBNA, 

510(k) N3: KOO15l.l 
PHBEN3: 801-972-l3l.l 

510(k) tn m2986 
EFJXE~: 801-972-l3ll 

510(k) Ex): I693154 
FfXNElN3: 801-972-1311 

510(k) Wz KIXXX61 
FKNEIW: 727-384-2323 

510(k) NZe XXX382 
FKNE~: 727-384-2323 

510(k) N3: KOO1955 

F%KNEm: 727-384-2323 

510(k) E30: Kooo298 
PKNEltD: 468 773 007 

510(k) ND: KOCO596 
PI-KNEND: 46 873 00760 

510(k) FX% KOO1547 
PHXElN3: 46 873 00760 

ma: O-LAS csvmwlIc!~I~ 
SEDExxSIcN~:19~22ooo 
510(k) SL&HWY AVAIUBLE FXM FDA 

DEVIC33: A-R-C. IlJw HJBBLE TURXI NEEDLE, MJlEL WEiQ106.5 
SEDlxmIm~:2~-2ooo 
510(k) SLMNRY AVAILABU FX?d FDA 

DEVICE:L?!SER FixmfLYSIS SYm, PI-mm -C-S= 
SEDECISICNM?iDE: 29-JUN-2ooO 
510(k) SUP?GW AVAIUGZE = FDA 

DEvIcz:AmN9OOHIGHEREpmcYDEsSI~~ 
SE DECISICN MADE: 19-APR-2ooO 
510(k) !XM?iRY AVAZAEGE = m 

DJwIc.x:mFcN21OOmGHFFmymcY~Ic2y.~ 
sEDECISICNM4DE:27-JUN-2ooO 
510(k) SUMiRY AVAIIABU m FDA 

DEVICX:AAKNl25OHIMFREQWNX ErsuxwwIcAI,~,mmAl2 

sEDEm!xcNMmE: 22-DEc-2m 
510(k) S#WiRY AVAILABU FNX FDA 

DEvnx:E;?IEsT~ 
SEDEXXSICN&!ADE:18-pIw-2CC'O 
510(k) STAII'EMENT 

DEVICX:EZEST~ 
SEDEXXSICNMADE: 22-MAY-2ooO 
510(k) SA!DmWT 

DEvIa3: EYlEnEB3LcT/cIzsIIRIp; EIlzsrEsBLTz/TzLsTRIP 
sEDEL!ISIcNM+DE: 07-ALG-2ooO 
510(k) SrATmmT 



-AM3REssLI~mcDf(H~ 
FtXtFINALDEcISICNSREWEXEDKNRIW 

EI;LTIvAT%NT (SE) 510(K) St&NWES at 510(K) !ZWEmmS 
!mEFEFum01TJAN--2m 'mFaXH31-D~2ooO 

16aAN-2oL- 
P-4 

ABBICYXSK 
mIN:ANNE F9zrxma 
DAWAGIN 10, S-169 56 
-, 

ziEEmT- 
ATI!N:-Mm 
DEiFT9YC,BIM=.AP31 
2coAE!wITPARKRxD 
AE%xTPAFK,IL60064-6200 

AEEKJIT- 
TJiEPAmmmm,1m 

ATIN:JILL SACXGIT 
DEPT. 389,AP30 
2mAEsF!mTPARKxxl 
z+E!mrr PARK, IL 60064-3537 

AEBYIT- 
l4T'JN:JILLNm 
x389,EwxG.AP30 
200ABEmTPARKFcnD 
rmmTP~,IL600646157 

AEEwrr- 
ATIwcHRTISTINELLIcMxxI) 
DEm. 389, ElTJxkAP30 
2mr+BEcnTPARKm 
FdsmITPARK,IL60064-6157 

AE!EmTB 
IP; PREzcIsIcN~ sIx-urrm 
ATm:xE tQsLIozz1 
4-A CREBY DR. 
BBXCRD, MAO1730-1402 

PlEEmT- 
ATIm!lFKNAsP~ 
DEPT. 389,AP30 
2coABEknTPARKRxD 
ABB=IIT PARC, IL 6co64-3537 

Al?xJIT- 
ATm:JILL L5iMmrr 
DEFT. 389,AP30 
2OOABEmTPARKm?m 
AEmITPARK,IL60064-6157 

510(k) m: KOO2139 
HXNEN.3: 4687300760 

510(k) p33: K992085 
FXNEIKI: 847-938-7707 

510(k) IW: KCxXS21 
mGuRATIa 
EKNE~: 847-937-4085 

510(k) NJ: KOW886 
PFKNEN3: 847-937-4085 

510(k) m: KCXJ1616 
H-KNEIW: 847-935-2531 

510(k) m: ml993 

FFKNFIFD: 781-27-93 

510(k) m: KW?OC% 
-ID: 847-935-3715 

510(k) ND: Koo2l26 
PI-KNENI: 847-9374085 

DEXtCE:lXESl'LINEzc&ID 
sEDlXZSICNM70E: 08-MN-2ooO 
510(k) .Tmmfmr 

DEvIcz:ABmITIMxGLYcxrEDHEK)(;U3BIN11 
SEDECISICNMADE: 25-M?iY-2ooO 

510(k) W Am F'RZ FDA 

DETVICZ:ABErYlT~ 1-v. lxlxJS1a mMe - 7 THEmET cXNE'IGWXJ!ICN,6 

SEDECISICNN!DE: 24-&!AR-2000 

510(k) SlXmGm 

DEVICX:SPlXJLEXDURAL~ 
sEDEcIsIcNFADE:O5-CXT-2ooO 

510(k) ,!mummm 

DEVICE:MXXF'ICXITCNTo~ - WITH 0.9% tstImu4 - 
SEDECISICNMADE: 27-JUL-2ooO 

510(k) Smmdml! 

DEWICZ:SX-Tl2iCTDI?tmlESM?N?Qmm SYm; sol-TzxT c;uTaosE TESTSCR 

SE DFCISICN FADE: Xl-tXW-2000 
510(k) SUMAFX Am FEam FDA 

DEVICZ:~ADDITIVEPWPIN 
sEDECISICNW!DE:1O-AU&2000 

510(k) smmmrr 

DEVICZZAB83TT-ENa3RE ~TuBmKu4P 
SEDECISICNMADE: 2-2ooO 

510(k) SIXFNWT 



SurplITlERADDREssmmm- m (SE) 510(K) SUWARBS Cw 510(K) - 16-JAN-2oL_ 
FtXFINXDECISICNS REmEFamDxlFm?sm~~01~2000 lXlXUX31-D~2000 P-5 

ABXDnCS,INC. 
ATIN:= mm 
34 BUNSEN DR. 
l3lWNE, Cl 92618 

510(k) m: KOO2646 
Pm: 297-842-7914 

AFiXDIXGNXTIC9,INC. 
ATIN:BRUXHNWIS 
34 WNSEN DR. 
lTWmE, Ca 926X3-4210 

510(k) NZ KOO3677 
FENEND: 207-842-7914 

BIiEHABDFSIGNS,IW. 510(k) m: K992804 
0. m'JX424. ARD-TS525. ARI-TCIAZZY. AFSTTANCER 
WIN:RZNOAIi~’ 
32025 - PARK DR. 
PINEHWST, TX 77362 

~FEHAEiDESIG%S,INc. 
20, Am-- 
ATlN:PANDALL EWITER 
32025 - PARK DR. 
PINWJRZ!, TX 77362 

AozJFIx-- 
A'I!tN:MICHAELJANlX@iW 
l2503E.EOZ!UDDR., !XtTE20 
Exmanm, 00 80111 

-, IK. 
ATIN:AL l4Ezmxo 
2431 IMPATA DR. 
-, CA 92008-7227 

xIlxlmY, INC. 
APY v2.1 
AlTN:IuANNE FE 
57ODELREYAVEi. 
tLmmnmE, cl94086 

zxzwrmIcAL~~ 
ATlN:CaKLMEAURLDE 
7450 F'LYJX UDJDS DR. 
SurIE150 
mENF%wRIE,MN55344 

xLs?!MEDIc?aSY~ 
ATlNzCaKLM~ 
7450 FLYING CLauDs DR. 
stnTE 150 
EDmPmIRIE,MN55344 

rimEN : 28:-3561950 

510(k) ND: K992828 

PEKNENB: 281-3561950 

510(k) m: Icoo 
PKNEIKI: 3034454012 

510(k) E1D: K992914 
PI-3XEl-D: 760X.02-3300 

510(k) NZ KBOO478 

PfXWpIx): 408-522-3740 

510(k) m: K991103 
lGTTKNEm: 952-995-9319 

510(k) N3: KOOOOU 
PI-KNEim: 612-995-9319 

DEVICE:ABXKCC!RXC3P 
SEDEZCISICNMADE: 26-UX-2CCXY 
510(k) SLWL4RY AVAXAEU EXN FDA 

DEVICGT-2000-KWERTILTSEXt'IW SYSTEX,MmEWAF&!l%Xa4$~TF'-32 

SEDEcISIavMADE: 03-FEB-2mO 
510(k) .SUNARY Am FXN FDA 

DEmcx:Et-2OOOFcmREzEvATING SEAT SYm, ma ATa--, ARD-EP3 

sEDExxS1cNM?cm03-FE5-2a3O 
510(k) SU-NARY AVAILABLF: FRX mA 

DEvIa3: FIxATIm STYLETS, M3DELs 335-287 AND 335-288 
SEiDECISICN~E:L&APR-2OCO 
510(k) smm4ml' 

DEVICZk-L?!SER- SY~,AL7ooo 
sEDECISICNM?iDE: 27-JAN-2000 
510(k) SWf4hRY AVAIUBE FXt4 FDA 

DEVIC33:lFlE- SYslEMm~cRADI oSw&ERY/RADI~ 

SEDECISICNMADE: 19-m-2000 
510(k) m AWGUiEXE BXN FDA 

D?ZVIC2?.:MXXFIC7iTICNTo~STCLlOQH 
SEDEiCISIcN~: 31W-2000 

510(k) SUMMARY AVAILAEU Ffam FDA 

DEX%fCX?.:ACISl'ANXCGR?G%IC lNlECITCNSYSTJW,MJ3ELR-2000 
SEDFiCISIUiMADE: 28-M?iR-2CZCI 

510(k) SUNWRY AWGLABLE FXN FDA 



-ADDRESS -mm-m (=I 510(K) fiTMMESOR510(K) - x-Jzu?-20t 
lKRFIN?GDECISIClSRENDEZ-7ED~ THE PERICD 0147w-2000 rIHKxxH 31-DEG2000 P-6 

AcmsPINE,Lu: 
SCREWSY~ 

ATIN:- - 
998OINDIANAAVENUE 
UNIT9 
RIVERSIDE, CT+92503 

510(k) m: KOOlO44 

FfXNEN3: 909-352-9862 

z4xNw, INC. 510(k) ND: K9934.83 
m: N.3RA C.R. YCRK PI-KNEm: 858-535-2030 
11175 - AVE., #F &G 
SANDIEOO,CA92121 

2!4zYMm, lx. 
42, 1043, 1044, 1045 
ATIN: ERKE GIBBINS 
I2232 SW GAHIEN PLPCE 
-, CR 97223 

510(k) NJ: X991818 

FTXNEI?J: 503-624-9830 

-, m. 510(k) N3: -599 
MmELs1041,1042,1043, 1044, 1045 
ATIN: JBl.K% GIBEidS 
I.2232 S.W. CJ+mEN PL. 
FcRlmNo, CR 97223 

-, lx. 
ZCTTN: BRUX GIBBINS 
I2232 5w GARDEN F'LXE 
KRlLAND, CR 97223 

A!rm:KIM MARSH 
273 SYJIH AIRKRT ETILLJX PD. 
NAFWS, FLa34104 

-, INC. 
ArlTN: s?-BRI JEFFERS 
10950 S.W. 5m SC., SLrlTE 170 
BEA-, CR 97005 

zJLzmED, Iw. 
Inm:b&lm bJEFFms 
10950 S.W. 5n-l ST., SLJME 170 
BEA-, CR 97ooi 

i%zEszNmm 
ATIN:- GREEN 
I220 - RD. 
MzxJmmN Vim, a 94039-7393 

PHXFlm: 503-624-9830 

510(k) m: Koo2909 
PIQ: 503-624-9830 

510(k) KJz KOOl223 
PI-KNEIW: 941-643-8023 

510(k) rXZh K992525 
PKNEFD: 503-627-9957 

510(k) N3: K993657 
PiDlENi,: 503-627-9957 

510(k) m: KOO2807 
EDIEBD: 650-969-9112 

DEvIc33:pcMEsPINEsY~--6ooo,7m,-AND- 

SEiDECISICNMADE: 03-NX7-2000 

510(k) SLRMARY AKUUBTJZ FKN FDA 

DEVIcE:ADcNcNEt3l.EP~ c?FmamYTEsrm 
SEDEXCSICNMADE:2O-JAN-2000 
510(k) m AVAILABLE EKM ERA 

DEVIUZ:ACRYDEMSIL~ANTI45C%BI?iLKUNDDRES!XXi,MXXLS 1041,lO 

SE DECISICN MDE: 17-APR-2000 
510(k) SUbMARY AVAIIAEU FXt4 FDA 

DEvIm: l.¶xcFrmm To AcrmxEM S'ILvERANJTIMCK$ZAL,KXJNDDRESSI.K, 

SEDEKXSICNMADE: 21-SEP-2000 
510(k) aSUM@RY AVAILMLE FKH FDA 

DEvIa3: AaaDEFa SILVER ANrIMI- - IKDEL A-020103 
SEDxIs1mM7mE:13-cm-2cm 
510(k) SUM4?PJ AVAIUXXE F'FXM HXi 

DEvIcE:PL.umx,~ELFxxxl,Ax3OO2 
SEDECISICNMiDE: 234UN-2000 
510(k) saamEm 

DEvIc73:AcLfmED- sI-mLDER SYsrEM 
SEDECISICNMADE: 04-FXB-2OCKl 
510(k) SUMBY AVAZABIE m FDA 

DEVICE:ACUMTDSUIURE~ 
SEDECISICNMDE:1344N-2000 
510(k) SU&MRY AVAIIXEE FKN FM 

DEVICE:3DC%ZiN~W/ -c xf+zlTra SENSE 
SEDECISICNMADE: Ol-DEC-2000 
510(k) SLM44RY AVAIIAEU FKN FDA 



Alxc- 
ATlN:JANICXEE!XXW 
540 ATBER DR. 
larimms, CA 95035 

510(k) m: K993923 
PI-DEW: 4cs468-3766 

ADX- 
ATm:JANIa EQXMN 
540 AIDER DR. 
MILPm, CA 95035 

510(k) tQ: K993946 
FKNEIQ: 408-321-9100 

ADAC- 
ATINzJANICEEE 
54OALDERDRIvE 
MILPITAS, a 95035 

510(k) m: KOOO908 
pH;NEm: 408-468-3766 

AD?c- 
m:DAvID RIEESAR 
54oATBEFtDR. 
laLmrAs, a 95035 

510(k) m: KC03434 
FSXEIfJs: 40%468-3455 

z!lIlAw -cs, IK. 
ZU'lNzFCBEXl?EADAMS 
110 A %NSET PLhi% 
RlEi 311 
mm, ac 73703 

510(k) N3: XX33305 
PiXNEiND: 580-233-6886 

510(k) m KOCXXM 
X'INzGEtXCEHSCHEBR PIXNEiN3: 708-758-3242 
P.O. Em 134 
PARKlxzsEsc,TL60466 

=w- 
ATINzGECSXXHSCHERR 
P.O. Fxx 134 
PARKFcBIEsT,lL60466 

510(k) px): Koo3l34 
Pi-KEEN3: 708-747-3717 

- E?IUmXCnL DEVICES, INC. 510(k) f33: K981936 
EXCENSICN 
ATJ!N:R.EWARD WINBRS PF3XFdN2: 978-47&1177 
3DuNDEEPARK 
ANDOVER, bn 01810 

ADVAMXI CZGDIWAXXKAR SYSIEXS, 1510(k) m: K994229 
ATIN:i??lxxY SW ETsmE r?3 : 909-914-4527 
26531 YNEZ RD. 
-, CA 92591-4628 

X-JAN-2ci. 
P-7 

DEma:ALxcPmN?aE3mmxATIav3HERApypu1NNIfx,SYslEM 
SEtDECISICNM?QE: 07-X%2000 
510(k) SXIMWM! AVAILABLE FFCM FDA 

DEvIa3: PExasYs ULTRA 
SEiDExxS1mMADEt:09-MAF-2000 
510(k) SLR+MMY AVAIL?BU FEicM FDA 

DEVICE: 5iFzLIGtKc Illmxx SYSTEM 
SEDECISICNMADE: 05-APR-2ooO 
510(k) V Am FRX 

DEVICE:ALUGI0'IB,ALLEGWN 
SFlDEcIS1mmDE:16-Nw-2000 
510(k) SLMGRY AVAILXXE FFCBf 

DEVICE: PEDmc - 
SEDFCISICNMADE: 22-DEG2COO 

510(k) m 

DEvIa3:FmMc2+uzuM 
SE DECISICN M&DE: 13-iiiiz 
510(k) SiWnQBC 

DEvIm: J.mM- 
~DJXISIcNb!?iDE: 22&i?= 
510(k) i?XmEmm 

FQA 

FDA 

TWICBLWJNDDFUCSSItGWI'IHOXL?CXN 

T0??ICXLWUNDDRFSSIbG 

DEVIC3:ABDWUUsoFT- GuIDEwIREANoAEnvARIsoFTGuIDEwlRE 

SELXECISICl'iMADE:16-F'EB-2000 
510(k) srAaz@m 

DEvIcm VERIPm -GuIDm- 
SED?XiSIoNMADE: 25-EEE-2ooO 
510(k) SWMARY Am FXZd FDA 
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~~v~tam cx?DIc.mxmAR sysm?S, 1510(k) IQ: -550 
ATm: SANOPA SUNOELL FiXNEiND: 409-845-4278 
32OOIAKESIDEDRIVE 
SANTn-, ca95054 

ADX4MXDDIXPXXlTCS,INC. 510(k) Ex): KC01510 
m:srEvE HEfxER E-KNEE13: 509-375-4029 
24OO,SIEVRGDR., =C 
RIcHLAND, w?i 99352 

zaJmNcmMEDI~pRswcTs,INc. 510(k) rJD: KOW932 
M?ITQCNAKLESH'ICIPER PIXNEIW: 301-776-3546 
11902 smm 
B, m 21029 

ADWKED EIENAZ, ro!ammxrEs, D-x. 510(k) N3: KMxf792 
cEx)(x-xx, a-3xXx-xX 

iiTIN:mIN CaLzAN EKNlND: 425&25-I.276 
11838 N.E. ll2'IH ST. 
IzlmLmD,~98033 

-v -=510(k) m K99l379 
ATIN:- ErIlmmo H-KNEND: 949-262xml 
3722 AVENUE - 
lRvINE, CA 92606 

-REHcwcI?vE T'mibmGm5lO(k) ND: K991380 
ATIN:- HIK.uua PHXEN3: 949-262-0411 
3722 AVEMJE .YU%UTJ 
IRVINE, CA 92606 

ADmNGiDw !mm?xLGIES5lO(k) IW: K99l391 
ATJN:GREG I-EUAND PHSEN3: 949-262-0411 
3722 Am m 
Ilam& cl 92606 

?lDvmmD- -=510(k) m: K99l392 
ATIN:GREE Ic&IAND PKNEND: 949-262-0411 
3722 AVEWUE sriWxn0 
IRVINE, CA 92606 

ADvAKm- 'mamLGn?sSlO(k) EID: ml.395 
ALxImFMEDIuM,QuINN'sD3+HrFmIuM 
m:GRER HH;vIND FKNEm: 949-262-0411 
3722 AWNUE SAUFXLZJX) 
lIFwrNE, ca 92606 

DEVICE: cnw- SDSBILIARYSI5G?TSYSTEM 
sEDECISIcNMADEi:17-MAF-2000 
510(k) SUMGRY AD FRX4 FDA 

DEmcE:cs-2OOOmcTu;sxasmmYSY~ 
SEDECISICN&!AlX: 30-X%2000 
510(k) SLM&RY AVAILABLE: FFad FDA 

DEVICZ:PW 
SE DECISICN FADE: 17-MAY-2000 
510(k) SLR+?XX AVAITXW FXM FDA 

DEXICX:cITRXWEDIALY~~ - LIgJm, ?-!txms cs-lxxx-m 

sEDEmSImtmYE:~2OOO 
510(k) W 

DEvIa3: pmN'S SPEW - MEDIUM 
SJzDEcISIm~: 02-FEB-2mO 
510(k) smrmfmr 

DEvI~:0IL~TIssuFlaJLIuRE 
~DECISICNMADE:19-APR-2000 
510(k) SITnmmT 

510(k) .5TWmWT 

DEVICFkHfJFANSERUMALBUMIN 
sEDEfZ!ISICNMADE: 07-FEB-2ooO 
510(k) usmmdZ?T 

DEWICE: QUINN'S I-m mIuM, gJINN'S HTF MEDxlM wlzi HEPES, QUINN'S BAS 

sEDECISICNMADE:15-F'EB-2m 
510(k) fTmTmmT 



XNmKm SPINE FIXXK'ICN SYSIWS, 1510(k) pJ3: K992Ol2 
ziTm:m - PKNEND: 949-262-0411 
3722 AVE. SAusALITo 
IRvINE, CA 92606 

AWANCEDSPINE-, Ix!. 
zam:- TAO 
3645Qw\B)AvE., SJITEi 304 
-, CA 94610 

r+DvzmmsPINE-, Ire. 
m:- m 
3645GRamiwENuE 
sLJIm 304 
cl?mmD,a94610 

-slpuLIm~- 
ATl!N:KEvIN OBRIGAN 
33 - DR. 
JRVINE, CA 92618 

m:KEvIN axF.IaN 
33 -DR. 
lRVlNE, CA 92618 

-slERlLIZATICN- 
m:m - 
33 -DR. 
IRVINE, CA 92618 

510(k) NJ: K992147 
FHXEtD: 510-251-6798 

510(k) m: x993066 
PE3ZNEIWD: 510-251-6798 

510(k) m: K991999 
FFKNIND: 949453-6410 

510(k) NX K993775 
PKNEibD: 949-453-6410 

510(k) m Koo1381 
FENE~: 949-789-3838 

FHxiE’m : 949-789-3838 
510(k) NJ: KM)2401 

IRVINE, Cl 92618 

- SORXCnL cXNEFTS (AX) 510(k) m KM)2Ol3 
IiTIN:MP PHxam:508-643-0434 
49 PLAIN l9mFiEr 
NXIH I, MA 02760 

---, 510(k) m: Koo2144 
ATIN:-J- pi-niE-m : 425487-7602 
22100 l3zmELL ELnmEm! I-NY. 
P.O. mx 3003 
ExxHELL,~98041 

DEVICZ:WILTSESYSl'EH 
sEDECI!XCNWJDE:O4-FEEb2ooO 
510(k) STATmmT 

DEVIOI: -m sPINAT- FrlxxrIm SyslEM 
sEDEcISICNN?iDE: 28-FEE-2OCXl 
510(k) SWWRY AWGL?GLE FTKX FDA 

DEVICYZ: WlMxJw c!BRvIa DYNAKKPIATESYSTEM 
SEDECISICNFADE: 07-JLN-2COO 

510(k) SLN?iRY AVXLABLZ FFUXl FDA 

DEVICE:SIERRADlooSSTEWLIZER 
SEDECISIoNMADE:15-JUN-2ooO 
510(k) SUMMARY AvAlLABLE F'KM FDA 

DEvIcE:t+xmRmBI?EsTPIux 
sEDEZISICNM?QE:O1-JUN-2ooO 
510(k) SUWBY AVAIUKWi F'KM FDA 

DEvIcY3: cIDExoPAsc[uTIIIcN 
SEDBXSIcNMADE:17-MY-2000 
510(k) LTJHARY AVAIUBLE FFKM FDA 

16-JAw20, 
page9 

DEVICEi: 'ZIDEX WA ZXLUI'Ia (0.55% CmSCBUI?CN) 
sEDK!ISICNMADE:29-AK-2ooO 
510(k) SL&W+RY Am FFKM FDA 

DEiVIcE:CtNIBXC 
SEDECxIcNmDF#: 29-SEs2cm 
510(k) SUNAR!i AKULABLE FXN FIXi 

510(k) SUPWARY AVAILMLE FKBl FWi 
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I+JxmaD-- S.RS51O(k) hx): KOOO547 
?xrlN:- R3.J PKNENO: 390 573 364254 
VIADELPBZIbQ6 
PIrnIA, 

--INC. 510(k) MB: KO02323 
ATJNzKARENEFWlXRXN EKNEim: 651-653-8512 
l29oi?l2MxmRD. 
sr. PAUL, m 55110 

r4Dvmam-INC. 510{k) m Koo2573 
~KABENEPETERXN ET-DJEN: 651-762-2146 
l29oHAMbmDRD. 
ST. PAUL, m 55110 

AWAWlRXD~CSCKRP. 510(k) m: I@94227 
m:JANIs FTGzmaE EKXIEID: 650-691-4770 
244OLEKaxRNST. 
mm, CA94043 

ADVANMXDWGS= 510(k) f33: Kool567 
?mN:%IlNn.s FluBmaE PKNEIKI: 650-569-3852 
l201lXUX?GAvE. 
-a, a94063 

TilmwmxMEDIcaL ELDXKNICS, IrGlO(k) NJ: K992524 
TERERX-AM)- 
ATIN:KENNEZHEKE.NDRICKS PFKSEEX): 954-345-9800 
1063OWILESRD. 
ccFiAL.SPRlKS, FL 33076 

liERxzN lx. 
A!T?lN:!WXIV.AEWARDS 
1310 cRLEmS DR. 
-, CA94089 

510(k) m: K992831 
PI-KNEPD: 408-543-2414 

AmUIm MEDIm SY- (1998) L?D5lO(k) ND: KM30775 
m:- MYERS PFKNEIKI: 201-727-1703 
377FcmE 17 s 
mHErGhIT,NJo7604 

AESCULAP, INC. 510(k) m: I@92053 
lilrcN:mm I-KmxN PKNEiN3: 650-642-5072 
1oooGATmAYBLVD. 
s[xJM SAN F'fWEIsoO, Ca 9408S7028 

DETVI~:ATRTEKNlXA 
sEDECISICNbBDE:O3-MAY-2ooO 
510(k) S AVAILXCE FKM FDA 

DEVIC3:-- lIl-mEnm NEEDLE 
SEDECISICNMADE: 31JuG2000 
510(k) SWWWY AVAILAEW FKN FDA 

DEVIC!E:--- 
SEDBZISIcNMADFi:16-NJV-2CCKI 
510(k) SDWWY AVAILAEU FFCH FDA 

DEVICE: - Ho2 lTEsr (m/m) 
SEDECISICNMADE:O3-??EB-2000 
510(k) SUWARY AVAILAEW F'KM JXIA 

DEVICE:iiDWMXE?H(:TEsT 
sEDEmSIcNMADE:1~2OOO 
510(k) StBMAFZ AVAILABLF FFC.M FDA 

DEVICE:PATIB?FCWLESKRMZNMCNN, I.E., EOG, EKG, SF02, AND BP IN 

SEiDEcIs1cNM?mc: Ol-EpIR-2000 
510(k) SUNAFtY AVAIIXLE m BDA 

DEvIa:m II,mxLAFN2OO 
SEDEXZCSICNMADE: 25-AU&2C00 
510(k) SUNARY AVKUAEKE F'EUX EDA " 

DEVIcE:HERKT2005 
SEiDECISICN~:17~-2000 
510(k) W&!&MU AVAILAmE FF(cII FIlA 

DEVICE:~-- 
SEDECCSICN~:l3JBN-2ooO 
510(k) SWMAFZ AVAIIAHLE: FKM FDA 



lAExm?P, Ire 510(k) m: 
m:LIAsJoNEs PfXNEND: 
1Oco(YxrJwuHLm. 
s(xTM SAN F'F@NXscO, CA 940&J-7028 

K993551 
650-876-7000 

TssaLAP, IN2 
zilrIN:mRE- 
l3221MARIanlE PLKX 
SANDIFGQCA92l.30 

510(k) m: KOOO021 
PKNENJ: 619-977-1465 

zGsaJLw, IN!. 
?lTIN:rJ?isJatEs 

510(k) m: 
EKNEf-33: 650-62&5073 

loo0 - HLVD. 
SU?lH SAN FRAEXXSCX), Ca 94080-7028 

lvcsaLw, Ire 510(k) IW: 
?iTm:LIAsJcNEs !G¶XNEiND: 
1cxm~EiL~. 
SUJIH SAN iTCmXXD, Ca g-7028 

KQl@?O 
650-876-7ooO 

TiEsamP, Jar. 510(k) f33: 
m:LIAs- PHXEIKJ: 
1OOOGrmw4YBLM. 
XX.?IH SAN F'RMEISOD, C4 94OW-7028 

Kool.330 DEvIca3:-GN-~ 
65X3-876-7CClO sEDECISICNMNm: 304AY-2OCO 

ZiEsamP, INC. 510(k) N3: 
A!Jmt:ma !tlxMAs PEDEI93: 
3773 ELxEmMm aiT?Im - 
c.lGEERVALLEY, PA18034 

KO02871 
610-231-0228 

TiExuLw-MEIjm--CA 510(k) m 
) 
m:- KELLEY PIXNEtND: 
2525 KYZWAVE. 
lIFwINE, CA 92623-9791 

K994ll6 

94-2950 

AGAMEDIcALaxP. 
A!rm:mILLcxHER 
682 -AVE. 
cxmENm,MN55427 

510(k) m: K993248 
Fi-IXEN3: 612-513-9227 

AGFam. 510(k) IW: 
ATIN:TIM3?Hyw- Pf-K%Ehx): 
10 SamiIyTIDEMy ST. 
GREEmmm, SC29601 

Km0159 
864-421-1834 

DEvIc33:sDxNsPINALsYsrEM 
SEiDEXXSIcNMXIE:13-J7iN-2ooO 
510(k) SWMAFCi AMILAEW, FRX FDA 

DEVI(=E:-BcNEW 
SEiDEYxSIcN~:2~-2ooo 
510(k) StJMhRY AVAIUBLE ERX FDA 

510(k) StWQFU Am FFn4 FDA 

DEVICE: SPINE SYm ITwxxrIm 
SEDEcIsIcN~:29-JuN-2m 
510(k) sJM?GY AVAXXXE FRBi FDA 

510(k) S AVXUABLE F!KN FDA 

DEvIc33:mIFI~mm~IL-~cLIps 
!sEDEmsIcNt!Am:1~-2m 
510(k) SUMMY AVXUAEKE FRX FDA 

DEVICE:LMERSYSIlEXMEDIOSTARH(WI'I!HANDb?IlBXRSKINODC&IEX:Sy~ 

SEDECISIcNF?iDE: OldJN-2ooO 
510(k) SUWARY AVAILMLE FKM FDA 

DEwIm:r+mTmzms1zmBALu3cN 
SEDECISICN-MADE: 12-JUL~2ooO 
510(k) SWt4?GZ AVAILUKE F'KM FDA 

DEXICX:AGFaDIZGNXTI caimmADc,ADcccMpAL;T,mADc~ 
SEiDFXXSICNMADEf:16-FEE2OCO 
510(k) SCMGEtY AKUL.ULE FXM FDA 
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rxxLENT-m- G510(k) m: XXX333 
sERvERmocMpAL;T- PZXClR?Ti?dXXt,Z!GIIENI:XNI 

m:EacN PFEIL PIENEFD: 49 703 14642243 
msrrvIssE130 
w, 71034, 

AGm-IES- G510(k) ND: KO01722 
EssuFuzMzlImLE 
zi!r!N:MxN PFEIL PfXNEN3: 49 703 14647223 
-ST. 130 
D 71034 BXZIMXN 
-,, 

XmDIEs- G510(k) m: XfXM38 
IS MXULF,, M=DEL M1175A/7f%/77A,REV.L;Ki20%,REV.L,Ml~ 
ATlN:m F?mIL Hx3NEbD: 031-7223 
-SC. I.30 
D 71034 m 
-,, 

Iam mm, i24E-I 
axLMl.o26A#ax 

510(k) m: It994188 

m:- VZANDYK PEZXJEND: 49 703 14642854 
--I.30 
-, 

?43LEm! -m, ME-I 510(k) m: KOOO822 
TI-MEAsuREMENTmmmmpATlENTm 
m:KxrJ PFEIL PI-KNEN3: 497 031 142243 
-ST. I.30 
D 71034 KEEUNZN 
-1, 

z3xrJm -IFS, INC. 510(k) NJ: KOCO635 
A!rrN:MIxE HUDCN FKXGN3: 978-659-3173 
3oco-RD. 
ANMWER, UA 01810-1099 

AGm -IEs, INC. 510(k) N3: KOOO354 
lDIA!lFnmmYsY~- 
z4TIN:mvE osEmN PiXNEN: 978-659-3178 
3m?.fmmmmFQ. 
ANDCWER, b% 01810-1099 

ixIxLmr -IEs, INC. 510(k) m: KOO1057 
z4xLmrM2/M3/M4~Acr-~- 
m: DAti cisEmN FTKNEND: 97%659-3173 
3ocxJ MIlMmmN RD. 
AMxllrER, b!A 01810-1099 

DE!VICZ:ICZiXNT~B SYm, IxxLEm MULTI- 

SE DECISION t-?ADE: 17-M&Y-2CCO 
510(k) SOMMWY AVAIWBLE FFCM FDA 

DEVICZZ:XXLENl'~~ sY~;AGmmIvEB1%cDm 

sEDECISICNMADE:3O-JU&2OOO 

510(k) SWM?CtY Am FEICM FDA 

DEVICEt:BXLENl?oiMwNENpl+XlXNX .5iXDEH, IXXIENT V24/26, ACTILWT B 

SEDECISICNMADE:1~2OUO 

510(k) SLBMRW AVAIL?CW FRX FlYi 

DEVICE: z-taxFr~cN To z3xrB?r mIEs ANESMESIA GAS -, M 

SEDEXXSICNMXJE:19-WZ-2000 
510(k) SUMTBY AWCL7BLE FRX FDA 

DMCE: AGm m EXm, zvXLEm 24126, lWLEtW MUL 

SEDrizIs1cNmDEi: OCAPF-2000 

510(k) SUMRY AVAIMBLE FRX FM 

DEiVIC!E:MJXFICXlXNTOHPM2376ADEVICZLINKSYSTEM 
SEDECISICNMADE: 2O+W!-2000 
510(k) SUM&WY AVAILAEU FFCM EDA 

DEvIc33: VIRIDIA -a - zxzmwwE Rx M3l5oA AND M3l53A, Via 

~DECISICNMADE: lo-APFb2CClO 
510(k) SUMWU AVAIUELE FFC2.f FDA 

DEvIaz: IJixLEm lxccmmt~~~~FcwM315OAANDm153AAND 

SEDECISICNMADE: 03-MAY-2000 
510(k) tSU&MMY AVAIL?CU FRX FDA 



- sui4mxmADDREssLIslwG~m- 27 
FCRFIMLDECISICNS 

m (SE) 510(K) SWNNXS CR 510(K) m 
REmEmDDuFumlIlEpERIcD01~2ooo THRXXH31-DE&2ooO 

Iy;m wm, It?z. 
m:DAvE oE3xm 
3cm - RD. 
ANJXWER, t-m 01810-1099 

?xYxLmw WIES, Ix!. 
m:DENIsE H?aEY 
3cm$imwmaNm. 
ANDWEFt, MA 01810-1099 

iY.xLEm mm, IIKZ. 
xi!rIN:srEvE sm 
3ooo - m. 
ANDCWER, h!A 01810-1099 

3cm v RD. 
ANXWER, Z&i 01810-1099 

AGm mIEs, It?2. 
m:MIKE HLIDSCN 
3OGOt+INammm.,~O491 
ANWJER, &Vi 01810-1099 

z4sm -m, INC. 
ATm:MME HclDm 
3OOO~m.,KsO491 
ANIXMZR, Mh 0181Cb1099 

A(;= TEcHEJHIx=IEs, INC. 
ATm:PAuL SMxmSKI 
3om MIllmmm RD. 
ANEWER, &!A 01810-1099 

AGm -IEs, lx!. 
TiTm:m BwEE!R 
3OOOMlaumaNm. 
-, MA 01810-1099 

510(k) pJ3: KOOl348 
ETYKNEW: 978-659-3178 

510(k) m: w301436 
PI-KNEN: 978-659-2701 

510(k) ND: KOO1664 

FkKNEND: 978-659-3178 

510(k) m: KDO1711 
PI-KNEND: 978659-2101 

510(k) W: KCXX725 
FWXEEID: 978-659-2213 

510(k) NX KC01776 
lX.XEIKl: 97e-685+3173 

510(k) Io Koo2009 
PiXNEE1D: 978-659-3173 

510(k) ND: Koo2397 
E5-mE m : 978-659-3380 

510(k) N3: KO02459 
FFKNEN: 978-659-2785 

DEVICE:ST/ARsTANDARRWIWm~~ 
SEDECISICNMADE:17-MW-2000 
510(k) StMmFtY AVAXAEZE FRX4 FIYI 

DEVIcFcxmM2636A~~ 
sEDECISICN&?ADE: 07-m&2ooO 
510(k) SWWARY AVAILABL FRX FDA 

DEmcEzcmiPAcTxaunBLEP~~mwlREIEss AIAN, MmELw 

SEDEYZISICNMADE: 3O-JUN-2ooO 
510(k) ScpIplIARy AVXLAELE FEIx3 mA 

DEVICX: M24lOB Itf4sEmIIvr Hx MULTI- !KYSYSTM,VERSICNB.l 
sEDExxsIm~:2O-Jur&2Om 
510(k) SUMiRY AVAILABU FFcM ?a~ 

DEmcx:FlEmmmmxL~,~614735A 
SE DECISICN MADE: 08dET'-2OCXl 
510(k) SLPMTGY AVAIIABU FXM FDA 

DE~VICZ:HPM~~~~ADEVICXLINK~Y~~-~,~M~~~~A 
sEDEaS1avmDE:02-Alx-2OQO 
510(k) SLMGWY AWGLTWmZ FRX FDA 

DEXIC.ZM243ODIPI;NOSTICULTWXYJND SYsTplmIME2142oaw3sxKER 
SEDECISICN~E: l?-AUZ-2ooO 
510(k) SL&WiRY AVAILABU FXM FIYI 

DEVICE: PZGEMTZR lO/lOI, MmEr., M2662A HANDHELL) -IOSRA~H 
SEDECXXNMADE: O&NW-2000 
510(k) SWWARY AVAIMBLE FRX Fm 
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AXLENT -IEs, IN2. 
.2. 2l33aA~ 
Kt'INzAWFMICWIELS 
3cm - RD. 
MIXNER, &!A 0181~1099 

PicxLmr -IEs, INC. 
m:MIKE Hulxw 
3oocl- RD. 
ANWVER, MA 01810-1099 

AGILFSTT -IEs, INC. 
ATrN:MIKE HUIXN 
3mo - RD. 
ANDWEFt, MA 01810-1099 

z!aLE@n -IEs, Ilc. 
ATI!N:- i3zBEx 
2401FWKLHAVEt.,SUTTE5CO 
SE?mLE,M498l21 

pI;rLE??r -m, INC. 
m:DAvE csBmN 
3mvRD. 
IWCUJER, &!A 01810-1099 

Iy3ILwp WIES, INC. 
m:KtKE HUKN 
3oco MIrwmaN RD. 
ANDmE& bm 0181&1099 

AIRFmc3EINc 

933 EKTERWT DRIVE 
I-KxuND, MI 49424 

AIR!lxmNI~, lN-2. 
A!I!I: LftxlsH (bAREY 
7owmRD. 
HI-, NY 11801 

AIR DIES, INC. 
m:JasEpH cI?iRlz 
70cL4mlxm~RD 
HI-, NY11802 

510(k) m: Koo2470 

PHXFIIKI: 978-659-2980 

510(k) m: Koo2967 
EKNEND: 978-659-3173 

510(k) m: KM)3107 
EJf3XEN3: 978-659-3173 

510(k) NJ: KCX33565 
EKNEIUJ: 20&664-5cm 

510(k) Xx KC03621 
PKNElN3: 978-659-3178 

510(k) m KOO3622 
PHxlIEIW: 978-659-3173 

510(k) ND: KM31493 

Pi-KNF#NJ: 619-399-8511 

510(k) IVJz KOO2l22 
E%DlEXJ: 516-433-7676 

510(k) NX KM)1313 
HENEPJD: 5X-433-7676 

DEVlCZ:M2424AscE3=6 5500/45OODmCULTWGUJND SYSIIEM,mICNB 

sEDECISICNMADE:O8-SEP-2ooO 
510(k) SLRMARY AVAILXU FiZX FM 

DEVICE:M2376ADEVICELINKS!HBW,pmELM2376A 
sEDECISICNMADE: l&CXX-2000 
510(k) m AD FRX FDA 

DlWI~:M2376ADMcELIM(SY~ 
SEDECISICNHADE:19-KT-2ooO 
510(k) SUWARY AKKUAEEE FKM FDA 

IlEvIa: - Ix? Am, IalEL bf38boA,M386lA 
sEDECISIC.NMMIE:2O-DEKL2~ 
510(k) SLRMiRY Am FRX4 FDA 

DEVICX:ST/ARSTANDARRWIMU~,KlXLl?EBWED.O 
SEDKXSICNb!ADE:2&DEC-2000 
510(k) m AVAILWLE FKM EDA 

D?ZVICX:M2376ADEVICXLINKSYSTE&&KDELM2376A 
SEDExxsIcNMADE:18-D~2OOO 
510(k) SW%RRY AD FFKM FDA 

DEVICE:DElWALAIR~~~- SYsrEM,~m.m2ooo 

sEDEiCISICNb!?iDE: 2=-2000 
510(k) sIXrmmT 

DEVICZ:VEFXX 
sEDEctsIcNMmE: 21-DziG2OOc 
510(k) .SWBWNC 

DEvIcFa: AlRDENT II cs 
SEDECISICNbRDE: 08-JUN-2ooO 
510(k) SlXtmmT 



zJlImx3, m. 
m:- XmNEY 
92RNERRD. 
isumT,w07902 

AIFEEPOJRP. 
m:pETER m 
290 C2WXSIDE DR. 
BoFmLo, NY 14228-2070 

p3c?N:PElERwEI~ 
290 CZEEKSIDE DR. 
BUFFAIO, NY14228-2070 

z4lRsEPocRp. 
T!TIN:pElERwEI- 
290 -IDE DR. 
Hsm?ALo, Ny14228-2070 

AIRsEPcKRP. 
ATINzJAMFSAALEXX 
290 CREZXSIDE DR. 
EmTATQNY14228-2070 

AKTINAMED1cnLFvYs1cScrxF. 
ATlN:lmTw - 
36OKFulTIanEw 
oYImms, NY10920 

AL?iRAIPc 
ATIN:DIANEMKlX 
2545 -CT. 
HAmGm, CA 9454s1134 

AmRIsMEDImSY~,INc. 
ATm:REmELFLuET 
10221 wYrEmmE czIRcfE 
SAN Dlxo, CA 92X21-2733 

IlmTEx -c, INC. 
m:JANIs FREEKNE 
244OLEJzmmm 
wm, CA94043 

m3EmPzuzxwzLm. 
$'ITIN: CYNIHIA J.M. NXEX 
49 PLAIN e5?ImET 
IKRE-I m, MA 02760 

510(k) m: K992454 
PfXNEm: 908-273-6349 

510(k) m: KKK%3 
RENEIQ: 716-691-0202 

510(k) No: KCXXOU 
PHZNEID: 7X-691-0202 

510(k) m XI01467 
FfKNEim: 7X-691-0202 

510(k) m: 3X001579 
PKNEND: 716-691-0202 

510(k) m K993522 
PIXNEiN3: 914-268-0101 

510(k) m KM30162 
FKNE~: 510-723-0110 

510(k) Ex3: I(993524 
PKNEIW: 619-458-7563 

510(k) m KOOll.26 
H-KNElM: 650-691-4770 

510(k) m -2767 
Pi-KNEND: 5oa643-0434 

X-JAN-20 
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DEvIca3: vExwxcw SYm, mm 3oA 
sECiECISIcN~E:l3-JAN-2~ 
510(k) SmTmJNT 

DEVICE:DAVlNCXCEEGAND~/EPSYS'E% 
sEDECISIoNM?&DE: 20-OCl-2000 
510(k) ,%zXmWT 

510(k) .TBmWNC 

DEVIC!5:D?iVIKHIEtG/EPISAl~ 
SEDECISICNMADE:01-AUZ-2ooO 
510(k) m 

DEVICE:IMPUUXSEUXT 
sE~ra?MADE: 31-AX-2000 
510(k) SmTmENT 

DEwIax:AIcrnnMETlI~PHYsIcs -~!cENNIsRpLpuET~ 
SEDECISICNMADE:1O-JAN-2000 
510(k) SUNGtY AVAILAWZ FKM FDA 

DEVICZ: Ml!n!RIscAN BCNE DlmsMY SYslEM 
SEDEXXSICNMADE: l&MAY-2000 
510(k) SCWXXY AVAILAEU FlXM ITIA 

DEVICE:ADWNTISASCINWSICNWMPAIUD~~~~ 
sEDliCISICNMADE:01-AW-2ooO 
510(k) SOWARY AWIL?BLE FKM FDA 

DEVICX:PENXOFKlNDMULTIPLEDRUZSOFAWSETES!t' 
SE DECLSICN MADE: 07--2000 
510(k) SUW+RY AVAIL?GW FKM FDA 

DEXK!E:W&XiNFiPBXXItGANDLAE(EL~~ INDIm 
SEDEiCISICNM?iDE:1O-JN-2ooO 
510(k) SUWTiRY AD FIXX l!DA 
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ixLaN- 
AII'INzR?L&'fiHLAPSEN 
6201 SWIH m 
P.O. mx 1959 
FCK.CXlUH,TX76l.34-2099 

AIMN-, lx. 
ZYITN: S.K. XG4RWY 
28CO DISOXEZU! DR., 
-, EL 32826-3714 

xm -, Lm. 
ATrN:sIERRIJrn 
6201SCl?IHFREEmY 
FCRJ! VKFUH, 'TX 76134-2099 

m t~bmmm, Lm. 
ATlNzRALE'HHIAFBEN 
6201SanIiFfG+x%w 
F'XTW.XtH,TX76l34-2099 

mm -, Lm. 
A!lJN:MICHAELEPFTEGER 
6201sarmm 
l%Xl'WXlX,TX76l34-2099 

IiLcrN-,D. 
DISINFBXiXZWlTN IDlOOl.36 
XL'INzRALPHHLARXN 
6201 Sorrm FREEWY 
FUU" WXUH, TX 76134-2099 

510(k) ND: -148 
EKNEN3: 817-551-4702 

510(k) m: KOOO637 
PENEND: 702-228GBl 

510(k) m KDoll57 
FHmEm: 817-ml79 

510(k) ND: Kooo385 
PHINFC~: 817-551-4702 

510(k) W: KOOl214 
Ff-KNEm: 817-551-4877 

510(k) NJ: KCKU35 

ETKNEm: 817-551-4702 

ALOCN -, Lm. 
ATlNzMICHAELEPFLEX=W 
6201 ,5KUCH FFUSWAY 
ITRT-, TX76l34-2099 

510(k) m: I-W2589 
Pi-DEN: 817-551-4877 

ATmiScmmIFIcDESIGNS,~. 510(k) N3: X994395 
zsrIN:NAIw Pa?4lG EJ!XNFiND: 858-350-9798 
xl.494 --RD., 
sOI'll F/M 
SANDIEGQC492l.21 

ATJ'AscIwI?FICDEsIGNS,INC. 510(k) ND: K994398 
zuTN:~sHu w?iIKG FMNEN3: 858-350-9798 
11494 Scmmm vp;L;LFy RD., 
- F/M 
SANDlXO,CJX92lZi'l 

DEvIa: IGP MOLTT-- ,%XXcI~ID100136 
SE DE?ZCSICN WE: ll-APR-2000 

510(k) SW+ARY AVXUAELE FFW l?DA 

DEVICE: -MEAsuEiEMENT DEvI(JZ m-fw 
SE DECISICN MADE: 19-MAY-2000 
510(k) srzamRm 

DEWICE:MXlARfXIIIOLtDE!LIWRYSYsllEK 
SEIJFCLSICN~: 27-JUN-2OCO 
510(k) SUWRY AVAIIAEU FFCN FDA 

DEvIa3: OPrI-FREE EIXPFES LENSDF#PS 
sEDECISICNb!ADE: 28-APR-2000 
510(k) SWGRY Am FXN FDA 

DEvIa: OPrI-FREE EXPRESSHULTt-PUFtFQXDISWXXvUIT~ 
sEDECISI~MADE:1~2OCO 
510(k) SOtWiRY Am FXYd FDA 

DEVICE: OETI-FREE -DAILYp(JIEIN- / FGP MULTI-- 

SF.DECISICNMADE:03-JUL-2ooO 
510(k) SU'MWBY AVAIUGLE FRX FDA 

DEVICE:OFI'I-FREE EXPRESSM?.&TI-mDISW=cN 
SEDEXXSICNMADE: 23-CC-i'-2000 
510(k) SLW?BY AVAIUBLE FT?B FDA 

DEVIC%lNSIZUT-=-URINE-TEST 
SEDECISICNMADE: 07-Al.X-2000 

510(k) SObWiRY Am m FDA 

DEVICE:INS!TAW-VIEW- (-)mcassETIEm 
SEDEiCISICNXADE: 27dCJL2000 

510(k) SUWiRY AVXLAIXE m EI3A 



16-J7w-2d 
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SJ!ND+,C!A92121 

ALE'A~CDESICXS,IIC 
A!tTN:wsIN T-GGKZ 
11494 szRRlmm lL4LTxY RD., 
~ F/M 
SANDIEX=O,CA92l21 

ALEnSc!mmlncDESI~,INc. 
l-WIN:- bmt?s 
11494 cazfmnu lrIiTLm RD., 
smrf!f~ F/M 
sAND?Dm,c7i92121 

ALFAtscmmmncDESI~,INco 
lYrIN:NAIsHu wIEx3 
11494 smREwm v7GLEY RD.. 
SUI’IE F/M 
S?WDIECQC7i92l21 

ALERcfcxmnmcDESIGNS,~ 
ATIN:- i%ntG 
11494 SCRRENU VATJXY RD., 
.~UI'E F/M 
SJiNDIEGQCTi92121 

2ai?ASc!ImnmcDES1GKs,INc. 510(k) m K994406 
A!!x!N:NAIsHu WAtG EKNEN3: 858-350-9798 
11494 ScRRmnu viaLEY m., 
SuIlE F/M 
SANDllXQCZi92l.21 

AIJ?A~C!DESIGNS,INC. 
r4TnJ:NAIsHu LmIKG 
11494 SxFmao VALLEY RD., 
SOME F/M 
SANDIEKQCa92321 

ATx4scIENIlFIcDEsI~,m. 
m:NAIsHu WAtc 
11494 t3mREmo VATLEa! RD., 
sIzml?E F/M 
SANDIEGQCA92121 

510(k) m: I@94399 
PIXNEIKI: 858-350-9798 

510(k) m: K994400 
Pf3ZEp30: 858-350-9798 

510(k) m X994403 
PHXEN3: 858-350-9798 

510(k) N3: RXW.04 
PF33EKl: 858-3-9798 

510(k) EID: K994405 
PENEm: 858-350-9798 

510(k) NJ: K9944Q9 
pKNEN3: 858-350-9798 

510(k) NX I(994410 
Pl-KNErJo: 858-35&9798 

DEVICE: lNslBNr-VIEW- URINEDIP!%RIPT!EST 
SEDEcIS1~mDE:O4-xx-2000 

510(k) SUtMWY AVAIL?CU FRSM FDA 

DEvIcE:lTNfmwr-~-uRINE(IAssFITEm 
SEDECISIoNbBDE: O4-AKK&2000 

510(k) SUNWY AVAIUWJZ !?FuX FDA 

DEXKCZ: lLlac4m-vIEw~ (~)URmEDIPSmIPTEST 
sEDFCISICNMADE:14-ALKL2COO 

510(k) SLNRRY AVAILAFU FFaB K?A 

m~:--~~uRINEcAssEITEm 
SFaDECCSICNMiWE:O5-JUL-2OCXJ 

510(k) SIBMARY AVXLABLZ mC2.i F¶N 

DEvI~:~-vIEw~uRINE-~ 
sEDExxS1mMADE:02-JuN-2ooo 

510(k) SUMMY AVAIUBLE FIXU FaA 

DEVICE: ILNSQWT-VIEW- URINEDIPSIRIP'IESII 
SEDzISIav?dmE:1~2m 

510(k) SUMGBY AWUL?BTX F'KM FDA 

DEVICZGlLNSIMC-=OP~~DRINEDIPsllRIp?IEsT 
sEDECISICX?MADE:1C-JUL2ooO 

510(k) SWWiRY AVAIIABIE F'XM FDA 

DEWICZ:lNfXlWl-=MARI=(?HC)UFUNEDIPSrlUPTEST 
sEDECISICNZGDE: 21-JTJN-2CXN 

510(k) SUMARY AVAILZBB FKM FDA 



-ADD~LIsI?NGFoR~- 
FCRFTMLDEXXSICW~ 

m (SE) 510(X) SLlMmas m 510(X) slxmahm 
DuRImTHfcpERIcoo1-JAN-2000 TFlEXXZ31-D~2ooO 

mwrm sums, Lm. 
ATlN:ELIM- 
P.O. EKX 6718 
-, 

510(k) NJ: KK)2894 
FKNEtIU3: 972 299 32768 

AIWDIKGKHMC~ 510(k) N3: KM)1484 
,MmELA943-839;RINsE~a?m,~A943-838 
zaTN:rnM amJ PIXNEND:5084294600 
333 FISKE STREFT 
I-KUBKN,m01746-2048 

510(k) m KOOl314 
PiXNEND: 516-433-7676 

510(k) m: XXX321 
Pf-KNEIKl: 5X-433-7676 

-a 510(k) m: XOO8l3 
FTXNEtl?3: 847-785-3337 

DEVICE: MElxo3PE 
SFiDECISIoNMADE: 25-JLh2ooO 
510(k) aYmTmmn 

DEvIc33: ALL&m 2010 
SEiDEXXS1CN~E:16-MW-2000 
510(k) txXImEm 

DEVICE:FIEXAM~TAME31 -m-wIM~cLAIM 
SEDEcISIcNb!ADE: O%JUN-2000 

510(k) SU4WU Am m m 

-CN 510(k) ND: x002419 DEVI~E:SUFGI~~~LDF@IPES 
Pi-nE m : 847-785-3311 SEDEK!ISI(3NM?iDE:15-AK-2CXX 

510(k) SLNFARY AVAICAKE FKM FDA 

ziILEGIANcEm- 510(k) m: K983299 
m:PATRIcIA- pI-KNEND : 847-578-3636 
1500-RD. 
MYzMPAEK,ILeQO85 

DEVICZ~:ATJJGIAKEGENESIS~SY~ 
SEDEcIs1cNmDFi:opAIIG2m 
510(k) SWWtFtY AVAIIAXE FRX FDA 

I3LtIEG~HEAL~o3Rp. 510(k) m: x993795 
r3TIN:m FQBBINS pH=NE IX3 : 847-785-3311 
15ooWAUKEGMRD. 
mxwPAFx,lL60085 

llT.LEG~HEAL~ocwp. 510(k) m: K993871 

ATIN:PA!lRICIA m FFKNEm: 847-578-3636 
15OOWWIGZANF0. 
mxwPARK,ILKm5 

X-JAN-2cA 
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DEVIcE:MEDIpRlME 
sEDECISIONMADE:O5-DEG2ooO 
510(k) SUM?ARY AVAILAKX FKN FDA 

DEvIaz:~~sHwI?cNl,~A943-837; cLxmmTIcNma2 

sEDEmSIcNmDE:19YxJw2oOo 
510(k) SUbNARY AVATIARW F'KN FDA 

DEWIC%CUWERKZSUFGICTGDRAPES 
SEiDECISIcNMADE:l2-JAN-2ooO 
510(k) SLBMWY AVAILAEW FKM FDA 

DEWXXBI~ HE?wYlxJrYANDsuPERDuTYExPREss b5JmRlmzATIa WRAP 

SE DEKXSICN WE: 21-APFh2CCXJ 
510(k) SWMAKY AWILABM FRx BDA 
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m: ERIca SEE-II‘~ 
15OOWAUKEGWRD. 
KmwPARx,IL60085 

-mm-m. 
ziTm:m Fxx5INs 
IL500 - RD. 
M.mwPARK,IL6m35 

CmP. 

axP. 

axP. 

OXP. 

R-KNEb : 847-785-3337 

510(k) m: I(994244 
FXNEND: 847-785-3311 

510(k) NX IUX0417 
FKNEM3: 847-785-3311 

510(k) t?Jt KK0697 

FFDEbD: 847-785-33U 

510(k) m: KM)1141 
FXNEND: 847-785-3337 

510(k) ND: XXU189 
PENEND: 847-785-3311 

510(k) ND: KC01667 
PI-KNEND: 847-785-3311 

510(k) m: KCQ1739 
cF!l?YmL~ Bpfd3TEINP 

RKNENO: 847-785-3337 

510(k) ND: X001924 
KXftEW-CLAIM(5OMI~ CRIESSO 

m:ERIa SEW PENEm: 847-785-3337 
15OObAUXEGWRD. 
t.%xAwPARK,ILm5 

DEVICE:--~ERED Ex7MmwI~~,wrIH~M~ 

SZDF!CISICN&!?iDE: 09-F'EB-2ooO 
510(k) SWMARY AVAIIAEW FKM FDA 

DEvIcE:(xNvEms~IcAI,Gocdus,~ 
SEDX!ISIcNMIE:18-FEE2m 
510(k) SLRMARY AVAIIABU FFCN FDA 

DEVICE:CWERlCWE);uIpMENTDRAPES 
SE DECISICN MADE: 17-mR-2ooO 
510(k) SUMAE&' AWGIARLE EFKX FDA 

DEvIa: l+rfaFrmm !lD z+IcmaE HEzxmD-AND-IA~ 

SEDEKmIcN~:3O-MAR-2000 
510(k) SU-fMWY AVAILAEU FXM FDA 

DEvIa: -FREE f+?nmzELzL3M-m- 
sEDECISICX?MiDE.!:O9-WY-2C0O 
510(k) SUMWY AVAILABLE J?KM FDA 

DEvIa3: l-sxxFImm m - SuRxcALm 
SE DECISICN MADE: 21-AFR-2ooO 
510(k) SUMMAW AVAILABU FFCM FDA 

DEVICE:REXLWSURGI~O.R.~ 
SEDECISICNMADE:23-JUN-2ooO 
510(k) SCMGiRY AVAILAWE Ffam FDA 

DEVICZi:KWMERUXTEDPIATEX -mQIJvEs,- 

SEDEXXSICNMhDE: 27-JUL-2000 
510(k) SUMARY AVAIIAEU FKN FDA 

DEVICX:CXXt!EDS?BRILE Le?xrEx~-maImmwI?HmIN 

SE~DEK!ISICNM?!DE:~&JULF~OOO 
510(k) SMaRY AVAIIXXE FKM FDA 
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m:JuDm ALLEN 
505 SUPERICRAVE. 
NEwKmBFpcH, CA92663 

-, INC. 
ATIN:PAULJW 
2525 DUKNT DR. 
IWINE, c?i 92612 

-, IN2. 
ATIN:PADLJtKWKXI 
2525DUlXNTDR. 
IRVINE, CA 92612 

510(k) m: KOO2508 
Fl-XXGm: 847-785-3311 

510(k) ND: IT003370 
PXNE~: 847-785-3323 

510(k) Wz K993623 
J?H.NEND: 949-646-3215 

510(k) m: KWO164 
PI-KNEND: 714-246-6761 

510(k) NX KIx)3109 
Pf-KW NJ : 714-246-6761 

ALLIMX HJBEER ETaXm's SW. x-n5lO(k) N3: KOO2701 
OIEIN-cL4IM. (5oMI-mLEss) 
m:a-luAHxIIKocN‘ HENEpJ3: .045 932 235 
LCfT 27X&2720. MX 7. IQMAS?W 
--BuKIT-m 
NrIKr3zmB74L,mL7wPINAx, 

xaa ox, Lm. 
ATl!N:cHRIs EmL 
1oFzummLDBLvD. 
-, c!r 06492 

510(k) NX KKJ2784 
FKNE~: 203-269-5088 

mm ax, Lm. 
Ji!rlN:cHRIsropER B3-L 
1OFAlmmLD~vD. 
-, CT 06492 

510(k) bnz KO03739 
FWXEEiD: 203-269-5088 

ixmncMEx;ALm. 
m:-sm 
117 A ST. 
RA'zNwNA, 

510(k) m: I@93622 
PKNEN3: 972 771 8l.30 

DEVICE:EQXFNXCDRAFES 
SEDXZSICNMADE: Ol-SEP-2OCO 
510(k) SU4M?@Y AKULAELE F'FXM FDA 

DEvIc!&JF!%HIDI~~rrI~cRADm 
sEDEcLsIcN~: 22-rxYv-2coO 
510(k) SLPNiRY AVAZ?BLE FRCM FM 

lXVICE:GENINIE 
SEDEXXSICS?TMADE:234UN-2000 
510(k) SDFMARY AVAILXW, FFCM FaA 

DEXCCX:ocMmETE~~~-FuRposE~~ 
SEDECISICNMADE: 024UN-2CXXl 
510(k) SiPMARY AVATUELE FKM FDA 

DEVICE:(YXFUTEBRAND~~ANDWmB 
SFiD'fK3SICN&tADE: 21-K&'-2000 
510(k) SWMARY AVAIURLE FKN lWi 

DEVICZ:lGGDELRF'REEI.KCEX -~-wrI!Hhl7scER-m 

SEDECISICNb!ADE: U-SEP-2000 

510(k) sITA?IEMENT 

DEVIC% ALCIKAUST-5280-5 
SFlDlfxxSIm~:2~2m 
510(k) SUbWiRY AVAIUBCE FKN EDA 

DEvIcFl:l4r.mASSD-4000 
SE DECISICN WE: 27-D-2000 
510(k) SUMGRY AVAILABL F'KM FDA 

DEvIa?.:~PHYsIcBM;I~NA.~~S!fSTE24FuR~ 
SEDECISICN~E: 24-JAN-2ooO 
510(k) CfGMGRY AVAILXXE FKt4 EDA 
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ALPHA-, INC. 
m:RIcHARD MARrIN 
2525 HAFUKRO RXD 
AUSTIN, TX 78703 

B SERVICES, lx. 
ATlN:J.H?iRVEX KNAUSS 
11874 Sarm EVELYN (ZZtKLE 
I7Knslm, !ex 77071 

z+IsHmEm., DE. 
liTIN:= BLAIN 
42-160 tS?IA!E 5-I'. 
PAUS DEsaa, CA 92211-5148 

-MFG., lx. 
T+Tm:JAscN bIN 
42-160 !3IWE ST. 
PAu4 DEsEKr, cl 922ll-5148 

ALmBImm 
z+LlTlN: R.J. SKMXF 
9229 - DRIVE 
mlmix,m20854 

zanl!EcBI-m 
iWIN: R.J. SKZQFF 
9229 cSWKRD DRIVE 
Fcrtm?c,m20854 

KLTXLECBIWE 
JKL'IN: R.J. SLCKWF 
9229 - DRIVE 
FTxxNAc,m20854 

ALn3INMmIc?GAB 
ATl!N:- SANDBERB 
-15 
-, 

ALmINMEDIc!aAB 
m:- SANDBEFIG 
- 15 
-t 

ATxmNMEmcALlAB 
m:- SANDBEFG 
FRIDHEMsvIy;E 15 
-, 

510(k) rJ3: I001520 
FHXEN3: 5X2-474-7278 

510(k) m: 1691571 
Pf-KNEEx): 713-723-8169 

510(k) W: K9935l3 
FWNEIKI: 760-779-8250 

510(k) N3: I@93873 
PKNEI-D: 7-779-8250 

510(k) Wz KOWO65 
Pi-KN!ZIW: 301-983-1707 

510(k) m KKXX99 
HXNFBNO: 301-983-1707 

510(k) fJ3: KooolOO 
FJkKNEm: 301-983-1707 

510(k) Wz IS92563 
FKNEN3: 464-577-5900 

510(k) EID: K992564 
PHIEND: 464-577-5900 

510(k) m: K992566 
PI-KNEID: 464-577-5900 

DEvIa:m-mm-- 
sEDEcIs1mMAm: 22-Kw-2000 
510(k) BuMMARY Am F'KN HX 

DEvIc.R 10 CDRIE IRDIUM 192, csNoo100-192 
sEDExxs1(3NlaDE: 22-FEs2OGO 
510(k) stRM%Y AVNIABLE F'KN J!DA 

LlEvrc!E:~~m~~plATEsYsrEM 
SEDECISICN&GDE: 26-APR-2000 
510(k) StWNtY AVAIWBLE FKt4 FDA 

DEvIcz:~~~sY~ 
sEDEc!Is1cNMADE:28-J7w-2cm 
510(k) sT?mMmT 

DEVICl3:cTIMLxx:~IMmANTSY~ 
sEDExxs1m&sAm:28JAN-2m 
510(k) .TWImWT 

DEvIaz:c7AMLm-~sY~ 
sEDEUSICNMADE:28d4N-2OCKl 
510(k) s?a?EMENT 

DEmcx:R22I+EMm~ 
sEIxicIsIcNMADE:18-JAN-2ooo 
510(k) SJMARY AVXUAEU F'FKN 

DEmcaQAF-18OHEMmlxxzER 
SEDEXXS1CNMlXS:18-J?+N-2000 
510(k) StBMARY Am FKM 

DEvIa: AE-150 rm?-?mIAT-lYzER 
sEDECISICNM?DE:18dAN-2ooO 
510(k) SUM&RY AVAIL?@U FK2d 

FDA 

FDA 

FDA 



ATnJSmI~ 
ATm:MIcHAEL LFvEEwlER 
821 cXMAN FO?+D 
-, ca94010 

611 KmM - FERRY RD. 
IalNWICUM,m 21090-l356 

Al-c-- 
ATlNzRAYTBUFXE 
8oomGEaG3BLVD. 
SAVANMLH, GA 31419 

AMEFCtC7+NBIOMEDIcAocRe. 
ATlNzXHNBDUBEKX 
1001GSIlR!ZT, NW 
suITE5oc)w 
wJsamlm,M320001 

MERICANBIOMfZDICa(xRp. 
ATINzJCHNBDUBEKX 
lOOlGSIREET,&W 
SUITE- 
Jsiwmmx,Dc20001 

AtaRI~BIomIcA(xv7p. 
ATlNzXHNBDUBEtX 
loOlGSIREET,NW 
fkxnma5oow 
wxHlxam,Dc20001 

MERICZWBIOMEDICaCTXP. 

510(k) IW: I@92573 
FT-KNEtIW: 464-577-59cKl 

510(k) NX K991798 
Fl3WSM: 650-552-9700 

510(k) NJ: IQ93278 
PEENEDD: 410-636-XL44 

510(k) No: x002709 
FT-Km ND : 912-925-8525 

510(k) IKI: X992451 
PKNEND: 202-434-4125 

510(k) No: I(992720 
EW.XEND: 202-434-4l25 

510(k) m: K993151 
FKNEN.3: 202-434-4125 

510(k) m: K993961 
ANNABlmIDS)ANDaaTFs(3PANELTEsTmm) 
m:HEmY w.ELLs FXNEN3: 800-227-1243 
I22 SMIlnm 
-,NY I2106 

AMERIC7+NBIOMEDICaCIXP. 510(k) bK): IUX2447 
ATlNzJWNBDUBECX PIXNEPD: X2-434-4125 
1001 GS, NW 
suITE5oow 
wrsHmxN,Dc2m1 

DEvIcx: Al-220 HEM3DIAT.JYm 
SEiDEcISICNMADE:18-JAN-2000 
510(k) SUMAFtY AVAIWBKE FRX FDA 

DEmcE:AmEMEDI~ -c ND:YPG L?sER 
SEDECISICNM?iDE: O&bRR-2COO 
510(k) SUbWiRY AVAILMIX F'FCM lXi?i 

DEvIa:AMBu- sILIm B 
SE DECISICN MADE: 17*-2ooO 
510(k) !XXmmm 

DE?JIcE:F4KX ENKXXWMCFILE 
SE DECISICN MMX: 17-bKN-2ooO 
510(k) SmTEmw 

DEvIcl3: RAPlrlxNE- BARBImF!mE TEST 
sEDEli?sIcNHADE:O3-AFft-2OOO 

510(k) SLN!ARY AVXLABLE FE&X FDA 

DEvIa3: - -rAzEPINE TEST 
S!XDEX!ISICN~E: 03-APF-2000 

510(k) SUM+RY Am FFCY.4 FDA 

DEVICFa:RADIDDHLlG~~PANELTEST 
SEDEK!ISICNHADE:1O-JM-2COO 

510(k) SUWMY AVATIABU FKM FDA 

DEVICE:FWIDDRKSCREEN~PANELTESTKRCCCXNE, MARIJUANA VW tc 

sEDECISICNMADE: 24-J7+N-2COO 
510(k) SUM?@Y AVAILMU FFUN FDA 

DEVICi%MI)IFIQiTICNToRAPIDDRu;StXEEN9-PANEL 
SFsDECISICNMADE:16-W-2000 

510(k) iW+fARY Am J!KM FDA 



MERICZWBI~ST%3,ItKZ. 
ATlN:EFUCJLARXN 
2oyca?IawCr. 
SIT. PAUL, m 55117 

FiMEiRIm DEW-ALL INC. 
ATlN:VM%AKANH~IE 
5140 SAN!?EmmNmm 
GLmDATa, CA 91204 

?!MERIC7WDEFALpwIxx;Ts,mC. 
m:- NIm 
603-B CWNIRX CX.UB DR. 
-, IL boloal329 

iAl+ExcAN-WITER 
ATIN:JcE GtEEmm 
327 S. HYDRAULIC 
WI-, KS 67211 

10700 BEN RD., wFs.r 
-,m 55343 

mEF!IaNMEma&SY~,INC. 
ATIN:G-ZW 
10700 mEN RD.. LEST 

m:- RIcwARDm 
764OamxN !lRDSLE DR. 
EDEN PRAIRIE, &PI 55344-3732 

z+MEMmx, INC. 
A!rxN: X.C. YEE 
7030 35X-i AVE., N.E. 
-, WA 98115 

ATINtSANDPAEMXW?!N 
1257 -AVE. 
DAYlm,cH45404 

510(k) pIx3: K993629 
FFKNEFD: 651-234-1211 

510(k) m: ml.383 
P!XNEN3: 818-662-0618 

510(k) IW: K994368 
PI-KNEND: 630-238-0275 

510(k) m: xoOl282 
PFKNEN3: 316-733-5798 

510(k) m: -279 
Pi-KNEZm: 800-328-3881 

510(k) ND: K902721 
pH=NE 1x) : 952-930-6541 

510(k) ND: KO02919 
FT-IXEID: 952-930-6309 

510(k) m: K.993550 
EENEIKI: 612-897-0000 

510(k) Ex): KOOl215 
Pi-IXEim: 206-527-m 

510(k) m: K991519 
PEKNECD: 937-461-8833 

16QmN-2(x 
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DEVKEABIVEST~~SY~ 
SEDECISICNMADE: 21-JAN-2000 
510(k) SUMARY AVAILZGW FKM FDA 

DEvIu3: m ‘V’ 
SEDEKTSICNMADE: 05-JOL-2ooO 
510(k) m 

DEvIcE:riMERIcAN~~-PL,us 
SEDEiCISIcNMADE:14-MAR-2000 
510(k) SUMtGRY AVAIUBU J?KM FDA 

DEWIcE:AIWW?fBZRSYSlFXFUR~IALYSIS 
SJ.iiDECISIcN~E:15-DEG2OOO 
510(k) ZaXmm?r 

DEVICE:-BcNEANcHcwsYsTEM 
SEDEXXSICN~: 01-M&R-2mO 
510(k) SUWARY AVAIIABIE FElGM FM 

DEvIa: Am rlxmccE SILIS SLIKANDSUFGICALMESH 
SEDEXZISICNMADE: 29-NJV-2COO 
510(k) SUM?GXY AVAIXGXE FI7cM FDA 

DEvIczhAm~muRlMsRypEMs?HEsIs 
SEDECISICNMADE: 03-CX!I-2OCKl 
510(k) SO&MARY Am FKM FDA 

DEVICX:AVIVASY~,~ELSLlOlO 
SEDECISICNMADE:13-JAN-2000 
510(k) SVMARY AVAILAKE FKtd Fab 

DEVICE:D~HCG~IU/MLTE~TKIT 
SEDECISICNMADE: 22-JUN-2000 
510(k) SUMARY AVAIUWiZ FKM m 

DEvIcx:AMERnmmPORmI~cNSY~m~~sIs 
SEDECISICNMDE:14-APR-2ooO 
510(k) SMGRY AWGLABLE FKM FDA 



16-J7N-2OL 
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AEIsmm., INC. 
ATIN:RI~YLI 
833 TWNE-DR. 
ECMm.A, CA 91767 

510(k) r53: K-992719 
PHM!ZpJo: 909-626-3783 

AmMEG., INC. 
ATlN:BILL DE%XN 
510 - Kl7-mY RD. #5 
-==a QJ, 

510(k) No: KC01401 
PfENEND: 416 745 4739 

AMuxmuIt?I!L., INC. 
ATIN: LUlCWIa3 GIA- 
8-8 - cr. 
m,t!D20878 

510(k) E1D: I@92016 
FT-KNEN3: 301-330-7597 

AMYLIm INC. 510(k) br3: K994072 
zalN:sYLvAIN D FHXZND: 514 453 0311 
6AWlVlNM%WULT 
-~-=,cw=G 

z+24YTJm Irc. 510(k) m K994107 
FRxr-DRIvE~-. 
ATIN:ecsYwAm Duas FfKNEFX3: 514 453 0311 
6At??L0-T 
-m'-,m, 

ANALm1cacRe. 
M?lNzWHF'REMJi 
8(xmmWI&DR. 
PE?emY, MA 01960 

510(k) h13: KOO1336 
PHalE ra : 978-977~3cm 

AN7+LozICaxP. 
ATlNzF0BERCHFHENCH 
8 B DR. 
EfE?ErmY, MA 01960 

510(k) m: ml341 
FfXNEN2: 978-977~3om 

ANmxICam?. 510(k) EID: KOO2503 
ATlNzSI!EVENACIAPXEi FJI-KtEFD: 978-977~3ooo 
8czmEWmLDRIvE 
PEABCDY, &!A 01960 

ANO-, lx?.. 
zzcROO2XxX 
m:m Eums 
2310 BIJL - 

510(k) m: Koo1306 

EJkKNEm: 514 336 0043 

DEVIUZ:A!%Uf@ZFNIER&~ PcJMPsETwImsPIKE 
sEDECISIcN&QDE:l&JiW-2ooO 
510(k) STAmNWr 

DEvIa: AKr TxmwEuncT?mE,MmFL74&4m 
sEDECISICNM?!DE:lLJUL-2000 
510(k) SU!MARY AUAIIAEU F'F04 J!DA 

DEWICE:AMUKIND 
sEDExzIS1cNMADE:1oJAN-2m 
510(k) iYWm4Em 

DEVICE:AMYSYSTEZ%FTS5CCG5ODEiGREZWEIGKl'SHI!!TFCMERTUTSYSXEZ4 
SEDECISICNMADE:l3dAN-2CCO 
510(k) SrA!mWm 

SEDErzlsI~~: -m 
510(k) SmTExEm 

DEWICFa:DF@OOODIGI'l%RADI~ x-laY SYm 
sEDEcIS1afM7+m:02-JuN-2000 
510(k) cZIWE%m 

DlWICZ:D~DEDICYl?EDCHESTX-RwSYSI!EN 
SEDEaS1cNNxm02-JuN-2000 
510(k) SIA%WNT 

DEVICZ:~LIlZ 
SBDl%ZISICNM?QE:~-2000 
510(k) SUW74Y AVAILABLE m EDA 

DEVICRSI?ZUZ6,MllELSlZWYZZCROOlXXX, +=3TmnsLINK,MxlELsLxxYY 

SF,DECISIoNMADE:2O-JUL2CCCl 
510(k) SA!PRmn 
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ANxaxNNaCs, Im. 

ANzIaJ!m?NIcs, Ire. 
ATm:TERI JLKxEm 
603QuEEElsBuRyAVE. 
-,mJJa 

Abmcau,INC. 
ATIN:FcfEm ALlwAN 
P.O.mx 556 
- FixLs, VT 05101 

I4ccMAs-a 
ATm:IcNIca J!EsmKm 
590E. IJNXXERAVENUE 
l3lwzER, PA 19355 

ANsELLHElAL~, INC. 

510(k) ND: x001578 

FI-KNEND: 518-798-1215 

510(k) m: KC02101 
EXNEIKl: 518-798-1215 

510(k) m: K994362 
Pf-KNENB: 802-463-9976 

510(k) ND: K993184 
F%-KNETm: 610+&8990 

510(k) m: K992493 
J?iDENi): 816-322-7338 

m. 510(k) In X03769 
H-KNEBKI: 330-833-2811 

510(k) m x001883 
A!I'IWLCNDMXL~ PKTiE'NJ : 334-615-2562 
1500-m 
P.O. BQX 1252 
DUIHAN,X36302 

AI%sErLPERRY 510(k) m: K993857 
vEswInI~~~ CIAIM(6024I-cR 
zxrIN:;IPMESR- pH=NEl?J: 330-833-2811 
1875 HARSH AVENUE, S.E. 
K4sSm,ai44646-7199 

ANSELL- 510(k) m: KOCIO165 
McRLESSw"~- PR.YIEMPERGRAM 
m:mR- ZKNElm: 33C-833-2811 
1875 HARSH AVENUE, S.E. 
MTcsS~,cH44646-7199 

DEmCE:Atax~ CSSCFF-VUHYD lxm%TLIC~~I~C~ 

SE DECISICN MADE: l%GCl?-2000 
510(k) s?TWmma 

DEmcx:ANx~CS ABSCESSICNBIUARYDRAIIVGE~ 
SETDEXXSICNMADE: 31dLZ-2000 
510(k) !immwNr 

DEvIa3: - HL2ooo. 
SEDETXSICNMADE: ll-MAY-2ooO 
510(k) .Tm!mmm 

DEVICZ:FUooOSERIESINSOLINRplp 
sEDEcIsICNMADE:1O-J?EB-2COO 
510(k) SUbMARY AVAIUBLE ?L%x I?DA 

DEVICE:VIlXN!lTMLXN 
SEDEXISICNMADE: 06-F&X-2000 
510(k) t!Tmmma 

DEVIC.E:EN~JREMIQWPTICHXDERFREEIXCEXSUFGIC~G~X~XF~S,~EL~~ 
sEDECISIcN~: 22-D-2cm 
510(k) SW%ARY AVAIIABU F'FXX FDA 

DEVICE: -, aItamlmm~IABEL~ocNDcM 
SBDECISICNMADE:31-JUL-2000 

510(k) SUWAE?Y Am m FDA 

DEVIC33:TMECRIGINALF'JZRY,~42~~~ SmGIaLCxc 

SEDEXXSICNMDE: 31-JAN-2ooO 
510(k) = AVAIMBLE F'FXN FDA 

DEX'ICZ:NEXTSlEP FcxmERFREEa -cN~-5om 

SEiDEcIsIcNmDE:1~-2m 
510(k) SUN?iRY AVAIUGLX FF0i FDA 



-ADDREssLImm(13RHsuBsTANI?ALw!~ (SW 510(K) - CR 510(K) - 
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ANsELLE!ERw 510(k) m: ICCXl295 
N(XHI!EW- cL?irM (50 MI-‘m LESS) 
X!YlMzJAMESR~ Pi-ET-Em: 33O-S33-2811 
1875 I4+EtSH AVENUE, S.E. 
Iaxssm,m44646-7199 

r!lEELLm 510(k) ND: Kool.239 
IABELm2~(5oMI~mLEss) 
A!T!IWJZMCSR~ 
1875 HARSH AVENUE. S.E. 
tdr&SSm,m446;16-7199 

AtczLLpERRy 
TYIE38 
ATI!?zJZMESR~ 
1875 HARSH AVENJE, S.E. 
MAss~,cH44646-7199 

APExMEmaLaxP. 
ATIN:DANIEL LEE 
1Crm FL., m. 31, L?N!Z 169, 
KAIE Nlm ST. 
I-ISIcHMcHEN,TAIPEII3sIEN, 

APExsuEa=I~,Lu= 
~EZM!RDJcHEAT, 
39 TALINKN GREEN, l5LmE 202 
!lFU?KN, M?i 02780 

AFmEMEmcsaxP. 
ATm:Ja-w RJLhFmD 
28~LCFDRD.,UNITl.35 
-, MA 01752 

APPILEDBICYlXH,II'C. 
A!J?lN:D?i~DSHI'IH 
10237 FLWDEPS CI'. 
SANDlXKQCa92121 

AETLlmmmm. 
ATlW:DIANEQ?flES 
23SOWALSBAVEWE,WILDIlCB 
SANIAaARA, CA95051 

APPLlXlMEDICAL~ 
ATIN:ANIL E-lATAa 
26051MEZXCT CXFCTE 

PfhEm : 330-833-2811 

510(k) EI3: KO02192 

PKNErJ3: 330-833-2811 

510(k) m: K99M35 
PIXWEN3: 886 269 54170 

510(k) N3: KOO0788 
FIXNEW: 508-8&k%ll 

510(k) ND: Ko26 
PH3Ehx3: 800-255-2926 

510(k) m: KO01673 
PKNEFX3: 85%7&9614 

510(k) N3: KOO1420 
PiXNEE1D: 408-562-0250 

510(k) m: KOO0545 
EKNEND: 949-582-6120 

DEvIas: EtamE MI- cFaaERFREF#LATEx~I~GuxIEs~~ 

sEDECISICNM?iDE:16-F'EB-2ooO 
510(k) SUMMY AVAILMLE FTCM FDA 

SBDExXSICNMADE: 15-MAY-2CCO 
510(k) SUMWY AWILABLE FTQ4 FDA 

DEVICZ:DEMXUAFQ PFFxwNFaiDEtRFRExL?uExSuFG1cALGrrlxIEs;KJDELs 

SEDEXZISICNMADEi:27-JUL-2ooO 
510(k) SCMmRY AVAIUBLE FXM = 

DEvIcE:BEsrNEB-A- uNI!r, AP-100100 
SEDlXXSICNb!ADE:O5-JUN-2ooO 

510(k) STmEMEm 

DEvIQz:AEExMxuLAR HIPSTFN 
sEDECISICNh!ADE:O4-ALG-2000 
510(k) SWM7GX Am FRX FIXi 

DEvIcE:APPLEMEDI~cNE-ToucHmgsMmw 
SE DECISICN MDE: 31-&mR-2000 
510(k) SWMARY AVAXABLE FKM FDA 

DEvIcx: B, mm 
SBDECISIoNM?iDE: 15sEp-2000 
510(k) STATmmQ 

DEWICE:SLID~ 
SEiDEmSIcNM?ux:3O-ALG-2Om 
510(k) .SMdARY Am FFUX FDA 

DEVICE: SEmm EXPANDING - sHEz1?H (EIS) 
SECDECISICNMDE: 02-&W-2ooO 

510(k) ZXMARY Am FXN FDA mm 104 
IIy=uNA I-lrus, Ca 92653 



-ADDREssLI~mcDRH~~ VW 510(K) SO2WWESCW510(K) - X-JAN-2(x 
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ARCMEDICNJSLWXfXS (~~) a&510(k) IW: KOO0537 
ATIN:RI~ Km PKNEiNo: 516-692-9714 
4oHIfu.~DRIvE 
i5xcssn, NY 11791 

ARCMEDICiYLSURLIES (BE=) ao,510(k) NJ: KOO0539 
A!rm:FtJYzmD Km FFJIN!SIKl: 516-692-9714 
4OBILLTWDRIVE 
-, NY 11791 

ARCHEDIC%LSOPPXES (BEIJIE) (53,510(k) ND: woo540 
ATIN:RIcIpLw Km PI-KNEN-3: 51&692-9714 
4OHIUXWDRIVE 
b!mxSm, NY 11791 

ARCMEDIcatsuppLIEs (Bmm) a&510(k) m: KWO541 
ATIN:RIcHARD Km PKNEND: 516-692-9714 
4oHJILmDFtIvE 
SY-, NY 11791 

AWJMEDICALSWPLIES (Bn;nnx;) a&510(k) Im: IUXXX42 
ATlN:Iu~ Km EFKNETKI: 516-692-9714 
4oHIlLTxwDRIvE 
SYCGSFT, NY 11791 

ATXXXED, INC. 510(k) Xh X000508 
~:FtICHAKIBKLFJN ET-IXEim: 919-469-2779 
3800--BLvD 
-, NC 27560 

DEvIaz:~~~I~~,uSP 
SE DZIS1C.N MADE: 27-Al%-2000 
510(k) SWMRY AVAILABLE FY!XW FDA 

DEVICRNYUN ~SURXCALSUIURES,USP 
SE DEK!I!XCPl M?iDE: 27-AP%2CXX 
510(k) fXWl?W Am FRX FlX 

DEVXCX:~~SOFGICT&SUlWRES,USP 
SE DEXXSICN NADE: 27-APR-2ooO 
510(k) SWMARY Am EXM EWi 

DEVICZ:SILK~SURXCAL -,u-- 
SEDErxSIcNmDE:2e-APR-2000 
510(k) SUbWiRY AVAZAEiW FRCM FDA 

DEVICE:PLAINANDCXlXNICGWl'~SURXCALsvIuREs,USP 
SEDEXXSIU'JXADE: 28-ApR-2000 
510(k) SUMMY Am FXM l!DA 

DEVICX:ZGFUGUXSYSTEM 
SEDExxSIcNMmE:18-APR-2coO 
510(k) SUWARY AVAIME%E FRX FDA 

ARIsALATINco-, LTD. P.510(k) NJ: wO2745 
A!rm:LIN;A SuMAKrA PHXEI?J: 622 166 20201/195SE DECISICN M&DE: J2-CXT-2CXN 
l28JAuINKmImJI&WHAM4m 

510(k) SATENWT 
-=, 

AIusrAmv, La). P.510(k) m: wx)2746 DEVICIE: VINYL Ex?wNnTmm,mm,-- 
ATrN:IIlx?i lsumRIA PfTINEN3: 622 166 20201/195sE DBZCSICN WE: ll-CCl?-2ooO 
128JAzANK!2AxHhJIt4JmmAD 

510(k) m 
-m, 

iitcxl& Irrwxl 
510(k) m: KOO1079 DFXICE:RMxplBEsJT~SYSIW%, RHAPEDYANDFTXR-93 
E?-KNEZN: 630-3074165 SE DECISICN WE: Ol-MAy-20X 

5OKWlNGRRXAW., SUITEA 510(k) ,s'mmma 
FxZEZUE, IL 60172-1684 
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AFRW INn., INC. 510fk) m K993691 . I 

HENEFXJ: 610-478-3137 

FEADIIG, PA19605 

Amw INrL., IIK. 510(k) ND: K993933 
IPAFtFamARDBLrJE~ FmHICHwLIJMEm1cNs,m 
ATlN:lHNASDNICXEL FI-KNJZFD: 610478-3137 
24OOBEEuwumw. 
READX, PA19605 

AEKwIr?E., INC. 
mwIxLIAMPAfyIN 
9 - ST. 
EvEREm, km 02149 

510(k) PIX): K993966 
PkKNEPD: 617-389-6400 

AFtFEw INrL., INC. 
No4002uNlmxAL 
zxrmnpm 
9 pL;yMxTM ST. 
EvEREm, Ia 02149 

510(k) m: KC00729 

-NJ: 617~389-64a 

EzD%CXEL 
24OOBEFmvumRD. 
READING, PA19605 

510(k) m IUXX587 
Pf-KNEiN: 610-478-3137 

ARRMINrL., lx. 
-a 
ATIN:lXWGDNI~ 
24OOBJimmImRD. 
FEADIFE, PA19605 

510(k) N3: KOO3C06 

-ID: 610-478-3137 

AFfImEx- 510(k) m: KLXXHZ 
ATrN:vE!RKN FKKN H-KNEND: 941-643-5553 
2885 S.HXSESHXDFUVE 
NwLEs,FL34104 

ARI!Hmx, INC. 
ATm:lERKNc- 
2885 SXJIH - DR. 
NFPIES, FL 34104 

510(k) hx3: K990340 
Pi-DEN: 941-643-5553 

Al?ImEx, DE. 
ATm:lJEEuua BFCXN 
2885 E3ZUU-l - DR. 
NAPLES, FL 34104 

510(k) N3: -87 
mN.3: 941-643-5553 

DEvIa3:IARFaKz+ARDBLDEmus~~IALMuLrI-uIME;TJ-~ 

sEDEcIs1cNMmE: O&MAR-2Ocm 
510(k) BUM?SY AVAIUSLE FT0.f FDA 

DEvIcx:14FRTw?-LmENHEYMm~sIs cLYnERIzATINmm~~ 

SEDECISIcNb!?iDE:14SEPL2000 
510(k) SM47+RY AVAIIXU FF0d EDA 

DEVICE: 8FR. ---cBAz3%cNw 
sEDEcIs1mMADEz18-FEB-2Oco 
510(k) SU-HARY AVAILABU Ffam FM 

DEVIC3:ARPCWTEZ!RA8INI'RA-~CBAtulxv- (IABS) aFR3cxxA 

sEDExxs1mmDE:19-m!i-2000 
510(k) SUbMARY Am m FDA 

DEVICS:19G?iPLS!MC~EEXUR7&~ 
sEDExxs1mMmE:12JuG2000 
510(k) SUbWRY Am FTXM FIlA 

SEDEX!ISIoNM7+DEi: 27-0X?-2000 
510(k) SNMARY Am FXM FIIA 

DEVICE: BICMWIFiKSJIUFtEANCXIR, MmELAR-l324B 
sEDECISICNW+DE: Ol-S!M-2CClO 
510(k) SM4ARY AVAIUBJE FIlcM mA 

DEvIcEk ARmREx Pm TISSUETAK, l4mm # AR-1940 Bu 
sEDExxs1mMADE:28-JAN-2Ctxl 
510(k) SWMARY Am lT0f FDA 

DEVICE:BI~CXNWZEN, M=DEL AR-1920B 
sEDEZiXXCNM?UX:13-JAN-2000 
510(k) SUMGtY AWULABLZ FFUX FDA 
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AFtImEx, INC. 
ATIN:lEFsK.NC~ 
2885 SWIH - DR. 
NAPLES, FL34104 

510(k) m: K991971 
FXNEKI: 941-643-5553 

mm. 
m:BRucE - 
595 MXIFiPASICXUAAVEZ. 
-,cA94086 

510(k) m: x992180 
Fi-IXEm: 408-736-0224 

-m. 
ATIN: BtLJm pIxm-Im 
595 lKs?IH PASIWUAAVE. 
-, c7i94086 

510(k) IW: woo036 
H3cNEW: 408-736-I.224 

-m. 510(k) N3: KCWO44 
. -ANDsP- 
P:m - PEKNEIW: 408-736-0224 
595NXUFlP?CXUIAAVE. 
-,ca94086 

-acwp. 510(k) NJz KOOO074 
,- -Gs,nGs 
Ar.lTN:mM- PKNENI: 40%73H224 
595 PKXCH -AVE. 
-, ca94086 

-as!P. 510(k) PJD: KOO0228 , 
PIAsMAm 
ATm:BRKE - Pi-33BN3: 408-73-224 
595 NXCIFIP-AVE. 
-, CA94086 

Am. 510(k) m: Kooo511 
-, -, -ANDsPINE- 
ATm:BI?lm PFamEa F?XNEl?J: 408-736-0224 
595MXUHPASICXUAAVE. 
-,ca94086 

-0cRp. 
ATm:BFKm pIxnxF0 
595NXE-iPASICXIAAvE. 
-, c7i94086 

510(k) m: Kooo778 
PKNEIW: 408-73GO224 

510(k) N3: KOO1302 
E,AlTMZWES!ZS'Bi2~FWTWMCH,‘PiWNASUUELGS,C 
ATIN:BF8.F33 lsx%tHm EKNEIIKI: 408-73&0224 
595NXIHPAsTaRIAAVE. 
-, czi94086 

DEXtCE:ARJXtEXCX#RALD7U?T,MXXL.AR-4CQ5B-l8 
SEDECIS1CNMADE:04-AUZ-2000 
510(k) SLNMARY AWULJBLE FRCM FDA 

DEvIc3Q VI- (Lxmarrc t3oFGmY, ~ELv5ooo 
SFlDEcIsIcN~:2~-2m 
510(k) SUMARY AVAILMLE l!XN FaA 

DEWICE:ENBCREFLEX wANO55,MmELE4O55-00 
SEDECIS1cN~E:04-FEEJ-2000 
510(k) SUM%RY AVAIWKLE m FDA 

DEvIG%--,-cABLE,~,~ 

SE DECISICN WE: Ol-EEB-2ooO 
510(k) SWNARY AVAILABLE: F'FCM FDA 

DEVIC.Z~UXBXWR,~cABLE,~,~ 

SFlDEcIs1a?M7mE:04-FEB-2000 
510(k) SUbMARY AVAILABLE F'FCM FDA 

DEvIa3: E2?x!Fc -, IwImPArImrT,~,~, 

SEDEcISIcNxxnz: 22-FEE2000 
510(k) SUMARY AVAZABLE FIXX FDA 

DEVKE: MzlxtFI~~ To - -, mm, FOJTS 

SFiDEtzrsI~m:1~-2m 
510(k) SWMARY ALULABLE F'FXX FDA 

DEVICE:ENCECFGFLEX wAND55,MmELE4O55-01,E4O45-01 
SFaDECIS1CNM7+DE:03-WU-2000 
510(k) SWd?@Y Am m FDA 

DEwIcie~SYsrEM2000~, ARnmxxaSYSIm2cmaEiL 

SEDECISICNMiWE: 30-&m!-2OGQ 
510(k) SiBMARY Am FXU FDA 
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-0azp. 510(k) N3: KOOl588 
E,AKMEaXaRESY~2OOOW,~SY~20 
ATm:EmJcE - PH3EW: 408-736-0224 
595 KRIHPASRXIAAVE. 
-, CA94086 

-0cRp. 
ATm:BFuJ33 - 
595 r?suH PASKRIAAW. 
suwYmLE, CA94086 

510(k) XI: IUO1904 
FKNENB: 409-736-0224 

mm. 

ATm:BETrrYM~ 
595 KRTHPASBBUAAVE. 
-, a94086 

510(k) m x001936 

HI?NENo: 4Q8-736-0224 

-wRP. 510(k) m KM33624 
I'KX,FtEETCWKWEFtCKBD,KlXLV5100-00,V5701-00,V5702 
AlImkBFlTYMJ(3HNSCN EFKNEtND: 408-735-6426 
595NXL'HPAsrcpiIAAVE. 
-, CA 94085-2936 

ASAHI IRYcm w. LID 
AlmzMIKEPrGaJK 
1oNENKImsTREm 
SUITE106 
kiHITE~,NY10604 

510(k) N3: KOOO74O 
PIKNEKI: 914-949-S660 

ixsAHI~I~(=o.,LID. 
DE-S1 
AlTNIDAVX)Lm 
1801FxxKKum PIKE PIKE 
suITE300 
-,m20852 

510(k) m: xDol250 

PIXNEiND: 301-272-3113 

i+fsaEmmI?M:x 
ATIN:DlRK acBDIT2 
2525 MC GAW AVENUE 
IRVINE, CA 92623-9791 

510(k) No: Koo2031 
PKN!IlW: 493 641 653453 

TscLEmmmx 
ATIN:DlRK CKKDITZ 
2525 W G&V AVENUE 
IF!VINE, CA 92623-9791 

510(k) E33: KC02032 
HXNElNJ: 493 641 653223 

IIMcE:-sY~2m-, ARlMamEsY~2mcABL 

SE DECISICN WE: 17-A?X-2000 
510(k) SUMARY AVAIIAEW FF&M FIlA 

DEvIa:-m-UNIT 
SFaDECISICNMhDE: 17-JUL-2OXl 
510(k) SmTmm?T 

I: REFIxmY SYm, IcsINMYmPmAM3m,REFINMYm 

sEDEcIs1cNmDE:2c-DEs2Ocn 
510(k) SUMiFtY AVAILTHZ m FDA 

DEVICYZ: ASAHI SIERILE--TypES 
SEDECISICNMUX:l2-APFi-2OOCl 

510(k) SUMARY AVAILMZE FFKM EDA 

510(k) SlM4ARY AVAILAEW m FDA 

DEvIa: P sYsrE?4- 
SE DECISICN MADE: 27-DEXJ-2ooO 
510(k) SUH?GY AVAXAKCE FKM FDA 

DEVIcE:cO2LXXRMJL~ 
SEiDEcIsIcN~: ll-SEP-2m 
510(k) SUNARY AVAILWUZ ?TKM FDA 
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m (SE) 510(K) EXIMWES CR 510(K) B 
DuFmGTmPERIcmOl-JAN-2000 !DBXEH 31-DES2OGO 

IsPmrMEDI~sym,m. 
A!rm:- MXXDA 
2 VISICN DR. 
NATICK, MA 01760-2059 

ASPECrmIcATSY~,INC. 
0 
ZSIlN:mSI?NEMm 
141 NExlm4l SIHEFT 
taEP?Iw, bm 02464 

FhsI%mMED1mSYm,m. 
ATIN:CWRISI’INEM~ 
141 NEzn-lm STREET 
NWKN, MA 02464 

rsFTKTmI~SY~,rNC. 
ATl!N:(+IRImMm 
141 NEmBAM icmaET 
-, MA 02464 

m-m. 
ArIN:GARY DARLIN 
ll5EzsrLINDm 
ICGERS, AR 72756 

Al?2 -IEs, INC. 
ATlN:l+frRmN mmm 
1034 LrcIKmN t!zcFmr 
-, FL 33019 

Am-, IK!. 

510(k) ND: K994330 
PKNE~: 508-653-0603 

510(k) m: KOO1980 

EHXEN3: 617-559-7028 

510(k) Ex): KO02734 
PI-KNEiNo: 617-559-7028 

510(k) M: KM32837 
HcNEN3: 617-559-7028 

510(k) E3D: 10000869 
PICNELD: 501-636-5776 

510(k) m: K994319 
PI-KSEND: 954-929-4317 

510(k) m: K994373 
aAT. UL- TFsmawm pflF7-4) 
mTER?WKEJWEEENEX RKNFlEx3: 425-487-7602 
P.O. BQX 3003 
BxwELL,wA9804l-3003 

ATL UL-, INC. 510(k) M: KDo2903 

ATINzTERREXXJSWENEX PI-KXEM3: 425-487-7602 
P-0. Bx 3003 
BYIHELL, PA 98041-3003 

A!m4MEmcFLasFmATI~ 510(k) W: KO02355 
A!rIN:sHEILA v PfDiEm: 508-643-0434 
49 pwtAIN t?xREzr 
NXIH -, IfA 02760 

16-J7u-2~ 
page 31 

DEVICE:ASFECTMED1QiLSY~EEx;sENsaR,~EL186-0076 
SEDEXZISICNMADE: l&JAN-2CQO 
510(k) SLMAFtY AVAILAEU m&M FDA 

DEVICE:ASPECTMEDIC7aLSY'I%XSEEx=~ BIS SENXXt X36-0106 
SEDEiCISICNMADE:14-SEX'-2OC0 
510(k) SUbWiRY AVAILMLE J?Kt4 FDA 

DEVIa: BIS EWINZ 
SEDEiCISICN~E:19-sEp-2ooO 
510(k) SWWGtY AD ?ZKN FDA 

DEVIC3Z:LAPEtRXNGZXmYIER 
SEDx!Is1cN?-!Am: 19-JuL-2Om 
510(k) m AWGLXZ+Z mad Fm 

DEVICX: MlxRAp 
SEDFCISICNMADE: 20-M%2ooO 
510(k) SUMAFZY AVAILXU F'KM FDA 

DEVICE:HDI15OO/SA88OOUL~ SYsrEMm-B 

SBDECISICNMADE: 2&M?Qb2CCXl 
510(k) SUM?GY AVAXABLE FTlcM FDA 

DEVICE:HlX5CWULTRAsmND sYsrEMwITHExrENDEDmoF~~m 

sEDECISICNMADE:13-JUL-2ooO 
510(k) SUMMARY AVAILXKE FTXX FDA 

DEvIc3: An34 INFA wAlu4ER v-505 
SBDEXISICNMADE:1C-KT-2ooO 
510(k) SUWAFU AVALWLE FXt4 FDA 
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z4!Em.M~ImccRp. 
ATTN:Iu4mm HALL 
5bGTmmxmDR. 
HODSCN, NE3 03051 

510(k) m: I@92991 
PHXEINO: 60-1433 

A!mIu4MErx~ocRp. 
A!rIN:IumEN HALL 
5mDR. 
HODSCN, NH 03051 

510(k) m: KO30499 
PKNEN3: 603-8s-1433 

510(k) m: KWO504 
RKNEN3: 603-88u-1433 

ATFUUM MEosa ax?. 
ATm:JaiEF%PRE:Pxxn 
5 - DR. 
HuDsm,NH03051 

510(k) N3: KM2093 
FWNENJ: 603-8m-1433 

A!lRJx-, SK. 510(k) m: K994l37 
GIFt)BARFCERWl3H4%DOXY~CLINE 
ATIlhAMY 7z7ciIm PH3ENo: 9704324868 
2579 MIDmm DR. 

AIXYIO DIES S.R.L. 510(k) m: KOOll42 
?irI!N:m FECNI ?GKNEND: 390 523 778864 
VIADEU'AFtTIGIN?UO,8 
-, 

mm1cAL,m. 510(k) m: KOO1149 
rsEMmrSY~(~EL750 i??iwxmuNIT,BAIR-BIANK 
A!IlNzSCUlTDAZWTlNi FlxNEi I93 : 952-947-1200 
10393 La?sT 7Om ST. 
EamFmIEuE,m55344 

510(k) m: IO001477 

AmExSA(FTY)LTD. 510(k) m: Koo1478 
XlT?i:J.DDWIS PXXSEN3: 11 609 8640 
24PUWIWICN~,EASILEIGH 
-, -, 

DEvIcE:ATRIu4ME.nIaL~~~ l?rFEm- 
SEDECISICNlMDE: 27-J7+.N-2000 
510(k) znxmm?r 

DJZVICE:ADWW~ASUPERSZJFTGPAF'~! 
SFaDECISICNMNlE: 01-M?-2000 
510(k) snmbm?r 

DEVIC.Z:ADVAWASOPERSXTGRMT 
SEDECIS1CNFADE:01-MRR-2000 
510(k) i?zammm 

DEVIClQXlFUW~~ 
SEDECISICNMDE:2&JUL-2000 
510(k) txNFM%r 

DEvIa: - FlmEEImBI--TIssuE~~( 

SED.ExxsIcN~:1~2m 
510(k) SW%ARY Am lXN FDA 

DEvIc!E2 AUDIO TEEHCEGIES S:R.l 
SEWZtSIcNM?SOE: 23-JUN-20 
510(k) SUM&RY AVAIL?BU FFCM FIlA 

DEiVICE:Au;usILINEMEOIC!ALMIRHJCGER,KxlEL75O~~~ 

SEiDEcISIcNmDE:O6-SEzP-2Oco 
510(k) SOMARY AVAIL?BU FX24 FDA 

DEWICE:AUFUTUXY84PREHIUM 
SEDECISICNMDE: 20-X&2ooO 
510(k) SmMWY AD FF6x FDA 

DEWICZ:AUIBXTCSUPERINLAY 
SEDExxSIcN~:2O-JuN-2ooo 
510(k) SUM?iRY AVAIUE!U FTXM FDA 



SugMITl’ERADDm-mwmm~ (=I 510(K) - OR 510(K) m 
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AUREXSA (PIY) LTD. 
ATlN:J.DDAVIS 
24PLNIATICNFC&D, 
ED-, -, 

AuRExsA(PTY) LTD. 
ATIN:J.tiDA+IS 
24PLAWIWICNF0?0. 
ED-, GAulm,’ 

AmExsA(mY)Lm. 
AT!IN:J.DDAVIS 
24Puwmt'Imm, 
ED-, -, 

NJFmsA(m)m. 
ATl3V:J.DDA.S 
24PUNFATImEMAD, 
m-, -, 

ALJsnmL, m-2. 
ATm:FazcmLD DUDEK 
4101wEsT 5lsT ST. 
cHIm,IL60632~87 

-, INC. 
mIN:FxIiaD DUDEK 
4101wFsr 5l.sr ST. 
CHIcaGo, IL 60632-4287 

-, IN-A 
ATIN:RzNxD DUDEK 
4101 WEST 5lST ST. 
CXCXQILCO632-4287 

E.LIWD.,Ml21043 

AiYlmmTcLI~P~m,m. 
ATIN:JcnN BFUIA 
22OOLAm slxBEDR. 
bXmSVXK,IL60098 

AL?lnancLIc)uIDP~m,INc. 
A!rcN:Ja-lN Em?i 
2200 LAKE SI-KREI DR. 

510(k) m: Koo1479 
FFKNENJ: 11 609 8640 

510(k) m: KOO1480 
PKNFSIKJ: 11 609 8640 

510(k) m: Kao14.81 
FKNEIKJ: 116098640 

510(k) PJD: KW1482 
F%DlEhlD: 11 609 8640 

510(k) N3z KM31798 
PHIWND: 773-735-Om3 

510(k) ND: KW1799 
FT-KNEED: 773-735axn 

510(k) W Koo1815 
PI-KNlZKl: 773-735-0600 

510(k) m: K992998 
PI-KNEm: 800-242-5602 

510(k) bn: K994321 
PKNEN3: 815-338-9500 

510(k) m: KOOO964 
EKNEIKI: 8X-338-9500 

1tthxw-2oc 
-Y= 33 

DEVICE:PAUXPA&S53 
SEDECtSIoN&!7iDE: 21-JUN-2ooO 
510(k) SUWlGY AVULABLE FElcM mA 

DEVICX:AUXC4ST4OB 
SEDECISICNMADE: 21dUN-2OC0 
510(k) SUM&W AVAIUBLE EF0d FDA 

DEvIcE:PALcmN-l49 
SBDECISICNMADE: 23-JUN-2ooO 
510(k) SWWRY AVAXABLE FFCM FDA 

DEmcz:AuREwm475KF 
sEDEXXSICN~:23-JUN-2ooO 
510(k) SUMWY AXULABLE F'XM A?+ 

DEVICYX: DcTllmlN 
SBDECISICNM&DE: 315062OCQ 
510(k) SUN@Y AVAIIABM lT0.f FDA 

DEvIa: E-TELL 
SEDFXXS1cNM?iDE:1o-pIus-2000 
510(k) SUM&WY AVAIUBKE m FIlA 

DEWICX:DcZm 
SEDECISICNM?UX:lO-AU&2CClO 
510(k) SUMARY AVUL?GtU YiXM FDA 

DEVICE:-~CSsoFTIps 
sEDJXISICNMDE:1O-JAN-2000 
510(k) sIwmmr 

DEVICE:STERlIE~ANDO.9%scDIUM~ JXR IRRIGATIm, USP 
sEDErxSI~~:2zocT-2m 
510(k) ,SCWARY AD m NX 

DEVICX:SDXlLF.~Wt 0.9%SCDIUMCHLCNDE, MmELATd4100&AL4109 
SEDECtSICN~E:25-APF+2OOO 
510(k) SUMGRY AVAILAFU FFUX FDA 



suEpawpJx3iREss~ FcFtamH~ 
FURFINALDEZISICNSREWERED 

m (SE) 510(K) SUMMUEZ CR 510(K) m 
DuRIwTmPERI~o1-Jzw-2m THlXXXH31-D~2OO!l 

AX4?IYi WIH3PAEXCS,INC!. 
ATIN: IMJISEMJ3XXT 
9369c,7maLPARKRD., SUITEA 
SANDlXXI,CX92l21 

AVIDMEDI(TIL,INC. 
mSZT+NFSHN?WXI 
9000 - DR. 
SIUBXUXaMMERCXPARK 
'LKlWJ, VA 23168 

AvlDMEDIa,INC. 
ATIWSEMFSHENWXI 
9ooo wlcsmxr DR. 
mCSM#RCEPARK 
'IOMQ VA 23168 

AVITTilXERWTI~arWe. 
A!rm:AuEN REIU-I 
900 N. SCIZER CTINYCN DR. #142 
FUQXCWF,AZ86001 

AVITF0ILC 
zsIlN:JcHN mll74 
22ooL?XEiZZREDRIVF, 
WX0SlXK,IL60098 

AmILC 
ATIN:lxHN BRIX 
22OOLAmSHzEDFaw 
WXlBI0X,IL60098 

AVLVCCKIRP. 
ATIN:PmtJY BYRD 
235 BENEEE PARK DR. 
FtXWELL,GA30076 

AVI.scIEETI?FIC~. 
ATIN:FvmDY BYRD 
235 - PARK DR. 
FrXWELL,GA30076 

AXCEl'MEDIC?L,INc. 
m (m FT=0FMICNAL 
A!rIN:JILL FATnNFi 
loO@EATCAKSEWD. 
SAN JCXE, CA 95119 

=W 

510(k) m: KOO2644 
PHINEKI: 858-452-8580 

510(k) m: KOOOl17 
PfENEN-3: 757-566-3510 

510(k) m KOO1731 
FKNEm: 757-566-3510 

510(k) ND: KO02182 
Ff-KNEN.3: 520-773-9488 

510(k) N3: KOO0632 
Pi-KNEiN3: 815-338-9500 

510(k) ND: Ko1795 
PKNEIUD: 815-338-9500 

510(k) I0 xDoo103 
PIXNECD: 770-576-5003 

510(k) m: K.001632 
PI-KNEND: 770-57&5coO 

510(k) ND: K994CQ6 

PfKNEW: 408-574-6638 

16JAN-2G 
pasex 

DEVICE:RADIAL~IMPLANT 
SEDECISICNW0E: 2O-NXL2C00 
510(k) .SWHARY A- FTXN ZDA 

DEVIcE:AvIDsJIT (zimvIam1m ANESMESIA NEEDLE 
SEDECISICNM?iDE: U-APR-2C#3 

510(k) sIxm%Nr 

DEVICE:Am UXSOFRESI~~ 
SEDIKZSICN MADE: 29-AU&2OCXl 

510(k) fznmnmw 

DEVICZ: A~Tso/TslmERARFDEAR~ 
SEDEtCISIoNMADE: 2%DEC-2OCO 
510(k) SLWARY AVAIUUXE m FDA 

DEvIcz3: 0.9% b93xuM (IIxamE lG%aKATmDEvIa 
sEDECISICN~E:19-ocT-2ooO 
510(k) SUbWiRY AVAILWLE FIlcM m 

DEVICl%THEAVIlT0ILC,lOAND1OOUS0UNITS/MLHEPARINSfXXXMVAFD 
SEDExZtSICNpQ1DE: 19-0X-2000 
510(k) SUWQY AVAILAEU FXM FDA 

DEVICE:AVLOPTIRZ!N?LYm 
mDEx!Is1m?aDE: 2c-Mm-2m 
510(k) SLMARY AVAIUEXE FXMi FDA 

DEvIaz: oPrI-cnEm PLUS MuLmm ~,KDELHc7009 
sEDEXXSICNM7+DE: N-JUN-2ooO 
510(k) SUMAEU AWUUE?LE FMX FDA 

DEZVICE:AWACWWtEi (FmPmImrSEL&TEzxlmc )ANDAUXZTAtXSUREP 

SEDEXZISICNMADE: 03-FEB-2000 
510(k) SWM?QY AVAIIABU FTa4 FDA 
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AxExsAmmG.oo.,L!m. 
ATIN:DAN JEFFmY 
329wEsTAVIATICNFUX 
FALLBmx, CA 92028-3227 

AxELmAmMFG. CD., LID. 
ATIN:mN JEFmRY 
329WSl'AWCNRD. 
FALWRXK, CA 92028-3227 

AxIc.MMEDIc7iL,INc!. 
ATsN:FlJImN HARDY 
555 Pzf?sr VI- ST. 
Fu+tKm-, CA90220 

AXI- 
A!!JN:EILEENA~ 
!IHETElcHmka3yPAFX 
-, -, 

FxImAsA 
ATIN:RXALDGmI 
P-0. XX 262069 
SAN DIEX33, CA 92196 

AxIasHIEID m. 
A!rm:EaEEN laxwlmm 
TRE~PARK 
DUNDEE, WSIDE, SOOTLAND, 

Axm SYm, SK.!. 
ATIN:- B7+lILN 
400-22OOasERAVE. 
rnumwzE,NYll788 

AxYAMmIa&,mc. 
Al?INzI-KmmL~ 
1OOctTmmxi~ 
suITE444c 
BEVEFUY, MA 01915 

AxYAMEmcnL,INc. 
(=I 
ATmzFrxiARDL~ 
loo - czr?ER 
rzzTurm444c 
BEVEFUX, m 01915 

510(k) NZe KC00206 
pzx;FIEND: 760-723-7554 

510(k) M: KOX947 
PI-KNEIKl: 760-723-7554 

510(k) m K993592 
Fi-KBEm: 3m89ai779 

510(k) Exs: KO01574 
HTNEbKl: 44138 2422000 

510(k) pJ3: KM)1651 
PXNEIW: 619-586-0751 

510(k) ND: KC01981 
PKNEN3: 440 1382422m 

510(k) m KCU2316 
F3-KNFlm: 8co488-2966 

510(k) m K994313 
PI-KNEi~: 609-924-9510 

510(k) Wz KDO2435 

PHCNEKI: 609-924-9510 

DEVICE:PALS- wmc ED.3 
SF#DEcIS1mMmE:13-AFR-2000 

EUCIFWE,MllELsPNlOO,PN200 

510(k) SIWENMC 

DEvIa3: ULTRAaIM -, mELus 
~DECISICNMADE: 1~2ooO 
510(k) sm!m-mm 

DESACE: AxIc24 MULW wxIM)m 
SBDECISICNMADE: 17-MAY-2000 
510(k) = AVAILWLE ERX FDA 

DEVICE:Dl7WRTTWTIXTiRDIOLIPIN IGG/IGM,McDEI,Fcaff6oo 
sEDEXXSIcNM?iDE:O9-JUN-2000 
510(k) SlXmiEW 

DEWICE:BICMAD %UTTIA 
SEDECISICNW!DE:22-t?N-2000 
510(k) SOMWFU! AVAIIABW F'RM FlYi 

DEVIC=:DIAST~YTAI~XZ~MXOLIPINIGA,~~~IEL~~~~ 
SEDECISICNMWE: 21-ATX-2CCCl 
510(k) SI7mWim 

DEVICZ:FFXXNIXDIGlYRLEEG 
SEDECtSIcNMRDE:26-OCI'-2ooO 
510(k) m AVAIIi%U = FDA 

DEvIcE:mm~~mBcNE-ANDKIT(BAK) 
SEDECISICNMADE: l3-J2W-2CGO 

510(k) SUNARY AVAImBLE FRM FDA 



~ADDRESSLISTIESS FCRWRH-~ 
FCRlXN7GDEcISIcNs~ 

(=I 510(K) 
DuFam?HEl?EFctmo1-JAN-2000 

EXMNUXS CR 510(K) m 
-3l-DE%2000 

AxYAMEDIcAL,IN!. 
ATmzI-KmmLtxmAmR 
1cQaJmmG.S~ 
z3LnYE444c 
Blxsmux, MA 01915 

B&KMEDICALA/S 
ATm:vrLLY ExAENxR 
-9 
DK282OGENlWTE, 

BCKMEDICXLA/S 
ATIN:LcoxlY BJvGmER 
-9 
DK282OGWICXTB, 

B.BFWJNMEDICAL,IM!. 
AwN:GARY GULYAS 

B.BFWNMEDICAL,INC. 
ATINzGAFYAGULl.!W 
1601 M'iLTXE DR., SUITE 150 
(xRmImm,Tx75006 

9OlMAFaNBwD. 
AUD?lDW, PA 18103 

B. BPAUN/MXW 
ATm:- LG3wss 
901lmRamBLm. 
ALUNICH, PA 18103-9341 

BALURDMEDICALPRXWCTS 
A!tTN:E.MARTIN CHPMBERLAIN 
I.2050 UNE PEAK PKWY. 
DFwER,ur84020 

BAFamNv 
ATm:FRANK FliRxEm 
P.O. mx I.2038 
LA JCXLA, a 92039-2038 

510(k) KC): KO02557 
FHXEIQ: 609-924-9510 

510(k) N: K.000567 
PKNEiNo: 011 454 597Olccl 

510(k) Ex): KW2085 
PEDEN3: 311 454 5970100 

510(k) m: K994375 
P!XNEM3: 972-245-2243 

510(k) N3: KDo3029 
PKNXN3: 972-245-2243 

510(k) m: K993024 
PHItEND: 610-266-0500 

510(k) E30: K9941ll 
PIXNFINJ: 610-266-0500 

510(k) N3: KC00495 
PENEND: 801-572-6800 

510(k) m: ml4 
FKNEN3: 85%587-ll47 

DEVICE: SUKlREWLDIWSYS'IEMANDKIT-(J-TIPDEsIcaq 
SEDECISICNPIADE: O6-CCl-2O!X 

510(k) SUhW+RY AVXUABLE JTuX R3A 

DEXICX:ULTMSZJND bTsuwmR TYPE 2102 
SETDi?XXSIcNWDE: 09-MAR-2000 
510(k) SUbWARY AWILABLE FTXX FDA 

DEVICE: - -, TYPE 1101 
SEzDEcISIcN~: Ol-Aix-2cGO 
510(k) SUMWY AVAlIN%E F'RX FDA 

DFXICZ:HXIXNLICXT 
SBDEcISIcNMADE:~-2000 
510(k) SWGRY AVAIIMLE FXM FDA 

DEVICE:INFUXWUP 
SBDECISICN&!ADE: O&DEC-2CXXl 
510(k) SUWAFU AMULABLE FHX ImA 

DEIVICR cziLsm -~wrIHvALvED~ 
SEDlXXSICNMADE:13-WG-2ooO 
510(k) XEM?U?Y AD J?FCM FDA 

DEVIC%CELSME,MllELsST4OlL,SMO5L 
SEDECISICNMADE:O3-JAN-2000 
510(k) SwiImmr 

DEVICX:BALLWDMFDICALPXDUXS EPlDuRALANDsPINAL- 
SEiDECISICNMADE: 28-N?U?-2ooO 
510(k) SUMAFXY Am FXM FDA 

D?NICZ:~5MPlB 
SEDECISIcNMiWE:14-M?Q?-2000 
510(k) ,SUMARY AVXWBLE FT&X FDA 



.sw -m LIsxTrzmwRHm~ (=I 510(X) 
FCRFTNXDEXXSICNSREXBRED 

ZiMMIESm510(K) SlNBBNB 
DuRrrGmEpERIcDo1-JAN-2000 ?HF;;DuM31-DEr-2ooO 

ii?EELm FEmtEiN 
P-0. mx I.2038 
IA Jam, ca 92039-2038 

B?amNv 
ATIN:FmNK ??lmxxN 
P-0. mx I.2038 
LA &YmLA, ca 92039-2038 

izizEGm - 
P-0. EXX 12038 
LA JCLLA, c4 92039-2038 

BamaNv 
A!rIN:- - 
P.O. Kz I.2038 
IA xaL74, CA 92039-2038 

zi!iEzk - 
P-0. mx I.2038 
IA bJcxL?L, ca 920392038 

-NV 
ATIN:FRAMc - 
P.O. mx I.2038 
LA LlaAlA, ca 92039-2038 

I%RBNVDISXAYSYSlXMS 
A!rm:FRANK FERXXN 
8524 VIIA IA .X&IA I;IRIvE 
SLJ-I’E 161 
IA SJCELA, CA 92037 

EARX)NVDISRJiY SY- 
ATIN:FRAtK - 
8524 VILA LA XELA IIKtVE 
.SUTIE 161 
IA JaLA, c74 92037 

8524 VISA LA JCLLA DRIVE 
SUITE 161 
LA JaL?i, CA 92037 

510(k) m: KCCOO15 
H.-KNEiND: 858-587-1147 

510(k) ND: KLXlOO16 
PKNENJ: 858-587-1147 

510(k) M: XI00291 
PKNFiIKl: 858-587-1147 

510(k) m: KLCQ292 
Fi-KNENo: 8%587-U-47 

510(k) m: KXX3293 
PHXEIW: 858-587-1147 

510(k) m: KOO0294 
HKNEIUD: 858-587-1147 

510(k) ND: KC01747 
Pi-KNEiND: 858-587-1147 

510(k) ND: KOOl748 
PKNEEX): 858-587-1147 

510(k) m: KOO1750 
PiXNEFD: 858-587-1147 
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DEVICZ:ENUXMED2Ml?2 
sEDEXZ!ISIcNM?iDE:O4-FEB-2ooO 
510(k) X&NARY AVAILAEW FRm m 

DEVICE:BAFM=MED5Mp2 
SEZDEX!IS1CNMADE:14-M7aR-2000 
510(k) LXMGRY AvAIwzLjE Ffal FDA 

DEVICS: MEW 118 
SE DECISICN MADE: 27dt?iF&2CXJO 
510(k) SuMElARy AVAILUGZ M FDA 

DEVICE: mRmI%D 321Pws MEDICAL wXKZRTImD= 
SE DEZISICN IGDE: M-2000 
510(k) SUM?BY AVAIUEUE FRX4 FDA 

DEXtCE:BAEi133~2212MEWiPIXELD IJGBXMCDISPL?Q 
SEDEaSI~mDEi: 29-mR-2Om 
510(k) SLBM?BY AWIL?QXE lTa4 FDA 

DEVICFI: m I.20 
SEZDECISIcNMiXm 27-&WR-2000 
510(k) m AVAIIABLF: FRX FDA 

DEVICZ: l4Ems 2MF2 DWUJ%ADMEDICALDIXZQWI CDISPL?iYSYSTFN 
SED.BZISICNMADE:13-JUL-2ooO 

510(k) SLPMRY AVAILAEU F'FXX FDA 

DEmc3z: l4Ems 5MP2 ~MEDICRLD IiXXXWICDISPL?iYSYST!E!d 
sEDXZSICNM?%DE: 27-JOL-2000 

510(k) SUNNY ALNIAEEE m FDA 

DEVICX:MEDIS5NE'lH ~MEDICIALaDIXNXTI CDISPIAYSYSTEM 
sEDEicISI~~:21~2m 

510(k) m AVAILMLE FRX FDA 



sLIB;MITIpIADDREssLImmcn~- EQUNKBQ (SE) 510(K) SCMWXES CR 510(K) m xi-JAN-2a 
FmFINALDEmSImSFEND~M;IRIpJ3?HEPERImo1~2m THRYXii31~2000 page= 

~NVDISPLWSfSlTiX 
ATl.N:FRANK - 
8524 VILA LA JOLLA DRIVE 
SUITE 161 
IA JoLL?L, CA 92037 

510(k) m: KOO1751 
FTXNEND: 858-587-1147 

ETAFUX)NVDISPLZUSYS!l%NS 510(k) NX KOO1752 
ATIN: FEaNx - E.T-eE’No : 858-587-1147 
8524 VILA LA JOLLA DFUVE 
SUITE 161 
LA JcLLA, CA 92037 

~NVDISPLWSY~ 510(k) m: Koo1753 
ATIN: FR?NK FElaJsa FXNEFD: a-587-1147 
8524 VITA IA Jc&uI DRIVE 
SUITE 161 
LA JCXJA, CR 92037 

BZXONVDISFTAYSYST!E# 
ATIN:FRPNK FEFGUSN 
8524 VILLA IA JCLLA DRIVE 
SUITE 161 
LA Jc&uI, ca 92037 

510(k) m: KO01754 
F'I-KNE N2 : a-587-1147 

V IGGKxIN BELLS, INC%O(k) m KOOO960 
900 
ATm:AFtT w?ml FZNE~:8l.3-645-2855 
962 ATJBZ83 LANE 
AFilLlD BE?CH, FL 33572 

- S.A. 510(k) ND: KOO1571 
ATmBFmDc-,JR. PENEIW3: 551 938 8063030 
Av.PREF.ANICNIOTAVARES 
I23ITE NR: 181 
M3xMIRm,SxlPAum, 

BALpjcH&rn, IK!. 510(k) m: K993039 
E.tlN:~-- Pl!niE’m : 636-226-3182 
3365 TRJE CCXJRT INDU- BLV 
ST. ICUIS, m 631224694 

musa-I&IfxEi, INC. 510(k) m: K994l25 DEXCC%ENJSCH&LCMEi2-WEEK(~B)VISIBlUCYTIMEDcTN7ZC 

ATIN:GUNNADAVlES PE-KNE~: 716-338-8215 
14COMXIHGaxlEQINbSlRGT 
-, NY 14692-0450 

DEvIcx:MEms 2MP2 ~=ICXLD .TXNXTICD~SY~ 
sEDJXISICNMADE:19-JUL-2ooO 

510(k) SOMARY AVAILAEU F'Fxx m 

510(k) SLMM+RY AVAILABW FFCM FI3A 

DEma3: MEDIS 5MP2 lXTAUlEaDMEDICAZ,D lNXXTICDISPLAYSY= 
SEDECIS1CNM7+DE:2751362COO 

510(k) m Am FRX FDA 

DEWCX:MEDIS5MPlH DWC&EADMEDIC!ALDlTQ@XTI CDISPLAYSYSTEM 
SEiDE?ZISIoNMADE:19-JUL-2000 

510(k) SLNYMY AVAUABLE FXN FDA 

DEvIa3:-~BELIs,INc.~~~,~3 

SEDEcISIcNMADE:2~-2m 
510(k) SLM4WY AVAILABLE F'KN EDA 

DETVICE:BFFXRALHFZiD 
SEiDECCSICN~E:O4-AU&2OOO 

510(k) SATEHWF 

DEVIcE:vIsQxlsFLulD~ SYSTEM- (cx5700) 
sEDFCISICNFADE:O7-JAN-2000 
510(k) SUMWRY AWCLABLE FRX FDA 

SFiDECISICNM7JDE: 03-M?G&2ooO 
510(k) SUMtGKY AVAILABU FFCM FDA 
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EAusaI&Lu,5f3, INC. 510(k) NJ: KC%0247 
A!rIN:~ MIDDm IGf3XEtNi): 716--338x%0 
14OOWFfU?l - ST. 
lamsrER,Nx14603-0450 

Fnusa-I&Lct48, lx!. 510(k) ND: KO01539 
AlTN:PAULGSAETERB Pf-KNEIW: 716-338-8172 
1403ICRE-i oc3zAmN SC. 
FcxxmIm, NY14603 

F!%wsm&LcMB, INC. 510(k) Mh KM)2823 
ATlN:F'ALJLGSIIAmEnTJ H-KNFiIUl: 716-338-8172 
14OONXB-I - ST. 
~NY14603-0450 

- ml2.06m 
510(k) m: K993816 

ATlNzDIANEPETERXN ??KNEND: 949-2-3514 
17221 RED HIIL AVE. 
IRVINE, CA 92614-5686 

FRx!JERHEI?iL~~. 510(k) Ex): K981089 
ATm:AFmxA m H-KNEIIKJ: 8X3-507-5559 
55ONxuliE?mwD~ 
-, CA 91023 

Bpxlw-OCIRP. 510(k) W: K992532 
?lFKmx-m 
AtPIN:- SMIM FTENEN3: 949-250-2662 
17221RED HIIL AVENW lIRvINE\ 
P.O. Bcu( lll50 
SANllA ?@I&,, ca 92711-1150 

E?AxTER~~cowp. 510(k) m: XXX%57 
ATm:MARiELLEN SNYDER HKNE N3 : 847-270-4644 
FCC. 120ANDwILscNII3pJ) 
FmNDLwE,IL6ccl73-0430 

BAXTER-ccwp. 510(k) m: KM%64 
ATIN:PADLAATCRRIMM FFDEN3: 949-250-2418 
17221 RED HILL AVENUE (IRVINE) 
P.O. Bx lll50 
SANlTA ANA,, CA 92711-1150 

BpxwmmaTtip. 510(k) m: Koo1063 
Ls c146F7, c146HF7, s146F7, s146HF7 
?slm:JT?xN SMIM FT-XSEND: 949-2-2662 
17221 FtED HILL AVENUE (IFWINE) 
P.O. mx 11150 
mm,, ca 92711-1150 

DEVICZQEiAUSCH&ICMBFtENU1STEPDAILYPFUXF,IN~ 
SEiDEXXSICNt@DE: 20-APR-2000 
510(k) SLWQFtY AVAIIXXE FRX FDA 

DEvIc33: FEN0 MuLlm MULTI-HTRFOSE saurr?au 
SEDFCISICNMADE: 31-JLTG2ooO 
510(k) StlWARY Am F'F0-l FDA 

DEXICE:REWMULTIPLUSMULTI-PURPCISEDISWGCN 
SE DECISICN MWE: 17-a=r-2ooO 
510(k) SUWaRY AVAIL?WX FT0-f FDA 

DEVICE: Ps?JxIm --a- (IMl')DEVICE,M-DE 

SEDECLSICNMADE: 04-W.Y-2000 
510(k) SCMd?mY AWUABLE FF0-i Em 

DE5lICY3:TIsscEIATAND~sET 
sEDECISICNM7+DE:O5-JUL-2ooO 
510(k) SLWARY AWULAELE FRX FDA 

DEVIC32:vANlM~vEExxxs -moLIocN M?snmALwITHmwI 

SEDECISIcNMADEt:U-JUN-2000 

510(k) SUNAFtY AVAIL?CU FFCM FI3A 

510(k) aSUW?BY AVAILAEU m FDA 

DEVICZ:VlGIIJWZ0X$XW&~G~~/.5W2/CZDV&fXMCRS 
SEDECISICNMDE: 2O-SEZ-2OCCl 

510(k) SUbMARY AVAIUERE FRX FDA 

DEVIGX: - -c ~THEFUCDILUlTCN~,MZDE 

SEDECISICNMADE: 07-JUL2CCO 

510(k) SC&WRY AVAIXUXE FFCN FDA 



-ammmm m (SE) 510(K) m CR 510(K) STWTMWB 
FCRFTNALDEXXSICNS~ DuRIIc?HEPERImo1-JAN-2m - 31-DEcc2000 

X-JAN-2G, 
Pivp~ 

1620 iaumG?N FaiD 
mswPARK,IL6cn85 

E?JJxmRmmm. 
NFus1a?FaMP2M3151 
ZYt'IN:JElNWERMPAINE 
FCC. I.20 AND WILsm RXD 
mJNDIAKE&KG60073-0490 

E!t?mxR-w. 
ATlN:vItxILDwGJs 
HT. l2oANowluxNm 
mJNDW(E,IL60073-0490 

EaxTmHEIAL~~. 
ELI 2L9351 
FfCTN:JENNIFERMF'AINE 
Kr. l2oANDwnxNFa!D 
FaJNDLAKE&IL60073-0490 

wlxIER~~ccwp. 
A'ITN:VICKI DM 
Rr. I.20 & WlLscN RD. 
RxNDL?m,IL60073 

PJw!lERmmm. 
ATm:AFu.ENE VIDCW 
55OtauHBiEIAM)m 
-, CA 91023 

NJxrERmam. 

ATIN:MARYELiLEN mYDEFt 
Kr. l2oAND-~ 
mJNDm,IL60073-0490 

PzixnmHpILMcaF7E~. 
-, loousPuNITs/ML 
A!rm:LINDA oclLEmN 
Kr. l20& WILXNFD. 
RmNDwcE,IL60073 

510(k) F&X KC01422 
FJKNEm: 847-473-6335 

510(k) NJ: KO01685 
FlXNEM.3: 847-473-6335 

510(k) m: KCO22ll 

FFKNEINJ: 847-270-5825 

510(k) ND: KM32380 
PKNENJ: 847-27&5916 

510(k) N3: x002679 

PKNEM: 847-270-5825 

510(k) m: KC02739 
PHBEND: 847-270-5619 

510(k) m: KOO3193 
FT-KNEIW: 818-507-5523 

510(k) NZ Koo3225 

PfKNEm: 847-270-4644 

510(k) MZh KO03245 

lJl-KNEpJ3: 847-270-4781 

DENIC.X:PSNHEMXiZiXZER, mLs PSN 170, Psi 210 
sEDECISICNM7iDE: 02-JUN-2CXXl 
510(k) SUN4XY AVAILXXE lTXX4 FDA 

DEvIc3: PSI HPCDIALYZER, MmEz PSI 130, 150, 170, 210 
SEDECISICN~E:15-NX-2OCO 
510(k) SUMMAW AD FRX FDA 

DEVICE:~CXWWMFXRIClNiTJSIcNPUME'~l6lAND~CI 

SEDlzcrs1a?MADE:28-JuL-2m 
510(k) SUW?@Y AVAILABW FXM FDA 

DEVICE: INFUXRSV, INlwsxLV,BpxlERPAIN~SY~ 
SEDEXXSICNMADE: 05-SEP-2000 
510(k) SWM?@Y AVAIL7WE FF0l FDA 

DEVICZ: 6060 MULTI-!tFIEmm PuM-P,MmEL2m332;6060EP~pzpIp,m 

SEDlZISICNMpDE:18-SEP-2WO 
510(k) SUtWiFU AVAXXEE FXM FDA 

DEVICZ:INFUSXPATlmTcXNlRXMXfJLE, 2ML, MmELt 2clo67K 
SEDEYXSICNMRDE: ll-SEI-2OC0 
510(k) SLM+RY AVUL?BLE FXM FDA 

DEvIcz: DupLI=G;RIp 
SFaDEXXSICN&mDE: 07-m&2000 
510(k) SUNiRY AVAIUBLE FFa4 FDA 

DEWICE:SCEXCICN ~cNsETswlTIHcaeLEssLuER~~w 

SEiDEXXSICNM?iDE: 19-W%2CXXl 
510(k) SUWAKY AVAILXXE FRX FDA 

DEVICE:HEF~UXKF'LUSHSYFUX1OUSPUNITS/ML, HEeARINLMxFLus3I 

SEDEXXSICNMADE: 04-D-2ooO 
510(k) .SW&W?Y AVAILAEU FRX FDA 



mADDI?EssLImmmFu-Im m (SE) 510(K) SLNWWZS aW 510(K) m 
FCRFTNALDELZICNS FuiBamD~?HEpERI(3D01-JAN-2000 THRXGH31-DEC-2CQO 

BFxTER~~ot%ip. 
ATIN:JEBNFFRMPAINE 
Kc. I20 s! WILSCN RD. 
FmNDIiwE,IL6cQ73 

l?AxTERm~oJRp. 
ATm:JoDY - 
KIT. I20 & wlusx RD. 
mJNDLAKE,IL6co73 

EAYEROXP. 
A!TINzGABFUELJ~ 
511 BENEDICI'AVE. 
-, NY 10591-5097 

I?AYERm. 
A!lTNzGAWUELJMuRAca 
511 BENEDICI'AVEL 
TlsmlmN, NY 10591-5097 

BYERanP. 
pII?N:GABRzELJ~ 
511 BESIEDICTAVE. 
-, NY 10591-5097 

E!xiERoJIp. 
AlTN:WILLIAMJPICXVI0 
63 IKRIH SC. 
MIEFIED, MA 02052-1688 

EWEROZU?. 
ATIN: FFlEDRIa CLERIE 
511 PENEDICTAVEi. 
TARRYma, NY 10591-5097 

E!AYERaxP. 
ATIN: FTwmx.x c2LERlE 
511 BENEDICTAVE. 
TARRmaN, NY 10591-5097 

mYmoxP. 
A!rm:FlEDRI~cLEFuE 
511 BENEDICTAWn. 
-, NY 10591-5097 

8AYERaP.P. 
AlTN:WILLIWJPIGN?iT0 
63 Icm?H ST. 
MEWELD, MA 02052-1688 

510(k) p33: KC103616 
Pf-KBiEN: 847-270-5825 

510(k) m: KOO3730 
FiENEm: 847-27C4644 

510(k) In K992228 
FHXEiM3: 914-524-3494 

510(k) m: I@92662 
lRx;NEFXl: 914-524-3494 

510(k) Ex): K993867 
EKNEiNo: 914-524-3494 

510(k) m: K994221 
EFKNEFKI: 508-359-3825 

510(k) m: KOCO903 
PFKNEM3: 914-524-2954 

510(k) N3: KC00921 
FXN!ZM3: 914-524-2954 

510(k) m: KCKU44 
Ff-ENEibKl: 914-524-2954 

510(k) F?Cx KIx)2376 
PKNEN3: 508-359-3825 

16-Jiw-2(x 
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DEVIGT:CKXUXDE (3CX, 3, CX) LcamEmIcINFus1mPuMP 
SEDECISIcNMhDE:l2-DEC-2ooO 
510(k) StW?ARY Am FRX FDA 

DEVICX:C%lFX?-AIDEDISPENSIICPIN 
SEDECISIDNMADE: 20-DEB2ooO 
510(k) SLRHARY AVNLAETZ m !CDA 

DEvIcE:EwmRImJm1HER-2/NEu~ 
SEDECISICNMADE: 29-sEp-2000 
510(k) SW&!ARY Am F'RX FaA 

DEmcE:8ADDITI~ASSAYsF\cw?HEBAyERADvIAl65OcHEMTsIlRySY~ 
sEDECCSIcNMXIE:15-F'E.f3-2OCXl 
510(k) SUWARY AVAIUW.E FlXN RX 

510(k) SIBWRY AVAIIAEU FRX EDA 

DEVICZ:EiAYERPSAASSAY 
sEDEXXS1CNW!DE:13-APFt-2000 
510(k) SLW%RY AD ??RX IiVX 

DEVICBADDI!FICl'TALASSZiYSlQtFWEEtADVIAIMsSYSTm 
SEDFCISIcNM70E:1&GW-2ooO 
510(k) SLW4ARY Am F'FCBi m 

DEVICX:EWERADVIAlNSSYSIEM;200+3 
SEDECCSICNMiiDE: lUdAY-2000 
510(k) SUMM?@Y AVAIUELE IT&t4 FDA 

DEVIC.E:Z-!DVIAINS 
SEDECISICNMADE: 26-JUN-2OCXl 
510(k) SUFHBRY AVAIU&LE FXN FDA 

DEVICE:ADVIA: a!IvmuRmm: 18ocPsAAssAY 
SEDECISICN~E: 26-CCF2OCXl 
510(k) SUMbWtY AvAILABLe F'FCM FDA 



-mLImFcRm-m VW 510(K) - CR 510(K) - 
FCRF'INFLDEx=ISIcEzsRENERED~ 'MEPEmcnOldAN-2000 ~31-DEx%2000 

E?AYERomP. 
ATIN:WlILIAMJPIGN?ilO 
63 IKRIHST. 
MEiD=, M?i 02052-1688 

510(k) pJ3: KO02738 
FENEND: 503-359-3825 

B?iYERDmCSDCN 510(k) I0 NO3291 
ATlN:WILLI7HJPIGN?fIO l?iXNElm: 508-359-3825 
63IKxHs37EFT 
MIDFIELD, MA 02052 

EwLLSMED1caLm.,Irx!. 
MEW CcNNEItTcR caBLE/x-m-BAY 

510(k) m: Koo2389 

ATlN:KKts SHAH HXZGN3: 905 602 4875 
516OEzXmxERDRIvE.uNIT5 
MISSIssAu"A, 

BD~DICKINiCNvIyxlTAINER SYS5lO(k) m: KM0762 
ATIN:BRAmcm 6sPRIm EJZNEiI?J: 410-316am6 
7lavExNm 
-, M) 21152-0999 

BD-DI-m SYSSlO(k) m: KOC0329 
A!rIN:BRADFoRD spRIEx= FJmiE’m : 410-3x-4206 
7ImExNw 
SPARKS, &I3 21152e 

=BIEx;ToNDIQKIfJscN~ SYS5lO(k) Ex): wOl364 
lXIlNz=CA GIGuEfiE FiXNElbKl: 410-31-287 
7I,cwEnxm 
SPARKS,t!D2ll52-0999 

BDUDIcxII\IscNB SYSSlO(k) m: KO02938 
ATrN:PEmR ZURID R-KNEiNJ: 201-847-6447 
1 BE%ZICN DR. 
FmNKLIN LAKES, NJ 07417-1883 

Bl BI- 

A!l?INzJO-ANNEFaBILA 
235OQLMEDRIVE 
SAN szmiE, CA 95l31-1807 

510(k) m: KfX306l.l 

HIMEND: 408-954-2404 

BD BI- 510(k) ND: KOC0897 
A!rm:cINoY Mxmx PIESEN: 408-954-2694 
2350 @ffZ DFUVE 
SAN Ja-x, CA 95131-1807 

DEvIc33: BAYER FaPIDFoIrn 4ca SYSTEM 
SE DECISICN MADE: 19-DECL2CCO 
510(k) SUWARY AVAILAPU FFCH FDA 

DEVICWBAYERD- c.sEys:18OANDADvIA CZEWADRM-TpDAssp;y 
sEDECISICNMADE:O5-DE&2ooO 
510(k) W AVAIl?CW FlQl m 

IXEVIcE:-~- PFa3E/R-c2&145ANDBAYLISPArNM?wGE 

SEDECISICNM?iDE: 2W-2000 
510(k) s?aTEEIENT 

DEVICX:~, 5u.s,BELSENSI-DISc 
SEDECISICNWE: 25-APR-2ooO 
510(k) SUNARY Am EFCN FDA 

DEvxz:G, 5u3,BBLSENsI-DISc 
SEDEXZLSICNMADE: l3-APR-2000 
510(k) SUbWiRY Am lT?ZM m 

DEVICE: BDDIRWMGENF'LUA+B 
SEDECISICNMDE: 2%7UN-2ooO 
510(k) SUMQY AVAILMU FFCN FDA 

D?ZVICZ:EbDULZRA-FTNEIIIPENNEEDIE; WEL 31G X 3/16" 
S!xDExxSIcN~:2~-2000 
510(k) SW!ARY AVAIUUZE FFCM FDA 

SEDEcIs1crJMNx:18-mY-2000 
510(k) SUNARY AD = FDA 

DEVICE:C2UENTEPEFCP-0F5.5BEADsANDFWSCQ@~ 
SEDECISICNMADE: 05-M7Cf-2COO 
510(k) SUMARY AD Fi04 FM 



YJm --LI~mcofw-~ (=I 510(K) - CR 510(K) - 16-Jm-201 
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=vpREEFIL 
ATrN:aEG - 
1 BEXXCN DR. Irlc: 226 
FRANKLm m, NJ 07417 

BE?UXNBIcBLx;IC'QS,IW. 
A!rm:Ia?TI DAYA 
6034-DRIVE 
BxAFtAlrN, FL33433 

BEBIG1~GME-I 
ATm: SVEN IJ-imER 

510(k) hx): x982558 DEVICE: m- txxuaLsALINEFLusHsyRlElGE~~ 
mm: 201-847-4344 SEDECISICNMADE: 08-MAR-2COO 

510(k) SUWiRY AWULAELE J?Fc.X FDA 

510(k) E1D: KOW637 DEWIClQTFlFaDZWi sYPHILIsTEsr/mmmGENm 
FXNEND: 561-394-7825 SFiDEXXSIcNWDE:l2JUN-2ooO 

510(k) SmTmmr 

510(k) ND: K993552 DJwIc.33: 1mm103 
FKNElm: 493 094 ~O~~OX~SEDECISICNMADE: 31-&!?iR-2000 

BEKXMAN-, Ilc. 510(k) n x993210 
ATm:MIcnEL GUST &3xtiE.m : 6X2-368-7688 
XXX LAKE HAZELTINE DR. 
c%i?sKA, MN 55318-1084 

BEcxM?N olI.xJLTER, IlKA 510(k) rx>: K993547 
NmM(IQ4LC)IIERGENT, -oaTLTER- 
A!I'IN:RICXARDT~ FfENElm: 714-961-4912 
200s.Im?imERBLvD.,w104 
BREA, CA 92822-8CCO 

BExmm oIIxlLTER, INC. 510(k) N3: x993549 
N~A(ICALC)RE?UZfF, BExxw?NoouLTER~ 
ATIN:RICWAFlDT~ pH;NEND: 714-961-4912 
2OOs.KRAmERBLvD.,w-104 
BRE?i, cl 92822-8ooo 

BIf?xmN aJJLTER, INC. 510(k) Fnz K993954 

ATIN:I8IElmA - PI-KNENI: 714-961-3777 
2OOsrxmf E?LvD.,w-337 
BBA, Cl 92822--8#2 

BErcmAN axJL!tER, INC. 510(k) EID: K994168 
A!rlN:LI32mDA - PI-KNENJ: 714-961-3777 
2OOs.KRAmERBLvD.,w-104 
BREA, Ca 92822m 

BEcmmN oxJLmR, Iw. 510(k) m K994169 
m:- - RXNEND: 714-961-3777 
2oos.IaAmERBLvD.,w-104 
m?im, ca 92822-8000 

510(k) St.WWCC AXVIABLE FF?X FDA 

DEVICEi:plxEss- FREE PSA Qz, KllEL 37219 
SEDECISICNMADE: 05-JAN-20C0 
510(k) SOWARY AVAZARLE FXX FDA 

DEvIc3:mxxMAN~~ -SYmL13w-C 

sEDEXXSICNF7+DE: Ol-FEB-2000 
510(k) SUbWiRY AWULABLE FFCM FDA 

DEVICl3:BEKlWANCKXJLTER~ BmSYmm-C 

SEiDEmSIcNMADEi: Ol-FEEb2Oco 
510(k) tXF#AFU AD FF&?4 FDA 

SEDECISICNMADE: ll-J7W-2ooO 
510(k) SUWF+RY Am FFUX FDA 

DEmcEk-LxsYsTEz4spRFAGBLpIIN~ 
SEDECISICNMADE: 03-FEB-2000 
510(k) SWHARY AVAILABU FElcM FDA 

DEvIaz:-cxsY~~~ 
~SiESICN~E: 03-FEEb2000 
510(k) SWMARY AVAIIABU ?ZCtd FDA 



EaTcmai (llxlLTER, INC. 
ATm:MI~ Gusr 
1ooOIAKEHWELTINEDR. 
caMm, MN 55318-1084 

510(k) ND: K9942CO 
HXNEND: 612-368-7688 

EkwxaN c(;uLTER, Ix. 
ATIN:= c?&ER 
733O(zwmum 
P.O. E!fX 269006 
SAN DIEGO, CA 92196-9006 

510(k) NJ: K994277 
EENEl~: 858-621-4583 

BEtxkmN OXJLTER, INC. 
ATIN:Jlm KOLL 
733OcsRmrLm 
P.O. Box 269006 
SAN DIIZQ, c=A 92196-9006 

510(k) NX K994278 DEVI~:lyxrEss~ 
PI-KXEIKI: 858-621-4584 

-C!- 
sEDBzLsI(w~:2~-2m 

510(k) t!XM%RY A- FKN FDA 

BEDWIN (zcuLTER, INC. 
Alm:GAIL IlEmEmE 
200s. KItmmRmvD., 
!3REA, c7i 92822-8COO 

B4cxmmN ozxlmER, Im. 
33305, 33309, 33306 

ATn?:MI~sGusT ~ --- 

510(k) N.X K994325 
FKNEPD: 714-9938503 

W-104 

510(k) m: K994439 

FKNEIW: 612-368-7688 
1000 LAKE MGELZlN DR. 
(2asxA, ml 5531%1094 

E?zKxmN cnJLTER, INC. 
AYsYm 

510(k) N3: KOcXWl 
LX)lXTEM(A)LPAPEXBQ, 

m:- HEXLIE 
LU=%XElN(A) CALIEz 

PHZlENo: 714-933-8767 
2oos.KIw24ER~ 
P.O. Kx 8Ocxl 
Bms,, CA 92822-8ooo 

BIKmAN-, lx2. 
310, 33315, 33319, 33316 
ATm:JAN CllsEN 
1ooOLWEH?GELfINEDR. 
cx%sKA, MN 55318-1084 

510(k) m: Kooo196 

F%-KNEm:612-368-7688 

r3Embm OXTLTER, INC. 
Alm:GiuL - 

510(k) MI: KC00331 
lTxNEm: 714-993-8503 

2OOs.I=Tm4ERms?D.,w-104 
BREA, a 928224coil 

DMC!E:XCESSHYBWmxi psAQc,KIXL 37209 
SEiDEcIsIoN~:1~2m 
510(k) SLRM?@Y AVAILMU FFXM FDA 

DEVI~:?!iXESosTAsEQc 
SFiDEZISICNM?iDE:14-JAN-2ooO 

510(k) XW?+RY AVMLWLE FlXN FDA 

DEvIcE:Ei!fmmmcxsY~MI~- 
sEDXKSICN&!ADE:l2-J7W-2ooO 
510(k) SUMMARY AVAIL&WE FRX mA 

~‘~IC.E:IMM?GE~SY~~(A)LPPX-,~ 

SfZD~ICN~:17GfAY-2ooO 

510(k) SL&MARY AvAIIAI3LE FFXX FaA 

DEvIcm I4zmss MYcGLc%INmmFIccEss IHMmmsmANALYzER,MxlELs33 

SEDECISICNMADE:18-FEE-2000 
510(k) SLWARY AVAILAFU FFtX FM 

DEVICE2 !ixNmxN Lx SYm MI- cmm 
SEDECISICNMADE: lO-FEE2ooO 
510(k) SLIHARY AVAZABLE F'RzM BIX 



r-ADDREss LIFsxrmmmPHm~ VW 510(K) W CR 510(K) m 16-aN-2(x 
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BEKXMW OYJLmR, INC. 
ATIN:- - 
2cos.I.mmER~m., 
BFEA, CA 92822-8ooo 

BExm!?w OXLTER, llx2. 
ATllv:GArLJ I4EmmRE 
2OOs.KRAEMEREwD., 
BREA, CA 928224KXO 

E!ExxMN oxJLTER, m. 

W-104 

W-104 

ATIN:I-L7cmm ltzmxmu 
2OOs.KmmEREiLvD.,w-104 
BREA, CA 928224000 

EiExxaN cLcxlLTER, m.2. 
ATINzANXLAMEiYLAND 
1CXXLAKEH?UELTINFlDR. 
-, MN 55318-1084 

- CuJLm, INC. 
A!lm:- t5aaxEm 
200s.IammR~vD.,M/sw104 
Box8cm 
i?m&, Ca 928224000 

BEcxMAN a3JLlm, Im. 
ANALYZER, M3EL.S 33560, 33565 

a-rism, l4l 55318-1094 

510(k) W: ml935 

FTKWID: 612-368-1615 

510(k) m KDO2453 BEcxmN ccmzm, lx!. 
SYm, lams 34470, 34475, AND 34479 
ATIN:JAN clT.sm ET-KXEIEXJ: 612-368-1269 
UXXJLAKEHAZELTTNETDRIVFi 
a.iRszA, MN 5531am94 

EczxmnN oiJJ.Lm, IIE. 
00 
ATIN:ANNErm HEKLJX 
2OOitxun-l lGtAEmR EWD. 
BREA, m 9282243033 

510(k) m: IO302799 

F?-KClEm: 714-993-8767 

BE?mmlm,m. 510(k) m: KW2905 
A!rIN:MARA c7AlxR PI-KNF#Kl: 858-621-4583 
733Oc74wxLlIMpJ) 
P.O. Bax 269006 
SAN Dm, C.Yi 92196-9006 

510(k) N3: xM30410 
PI-DJEIKI: 714-961-3777 

510(k) m: KOO0494 
P!XNEZND: 714-993-8503 

510(k) ND: KOtX%O6 
FKNEM3: 714-961-3777 

510(k) m: KCXJO716 
FKNEM3: 612-368-1615 

510(k) N: KO01458 
PIXNENI: 714-961-3777 

DEvIc3%:-sY~-~AND- 
SEDECtSICNMhDE:1O-APR-2OCX3 
510(k) SLBH?QY AVAXAPLE FRX RF+ 

DEVICE:SYIUXNSY~~(~)~ 
SETD.WISICNM?iDE:14-AF%2000 
510(k) m AVAILABLE JTRX FDA 

DEWICZ:SYNXFCNSYSTF%~REa(=ENT 
SEDECISICN~E: 05d4W-2000 
510(k) SWMARY AVAIUGLE FRX EDA 

DlXt~:WCX-MBCN?HE-B-ZER 
SEDECISICPJMADE: 2O-?+?iR-2000 
510(k) SXRNAKY AVAILWLE FRX FDA 

DEvIcmt%xm-KN~ 
sEDECISIoNMADE:O2-JUN-2000 

510(k) SUHAFtY AVAIUEU FRZ4 FDA 

DEVI~:F0XSS~REXGEWS ?mRl?s3cNmE~~ 

SEDECISICNMRDE: 22-AUZ-2ooO 
510(k) SUWWY AVAIUBIE FFCX4 FDA 

DEVICE:&XZSS~IGMIIFtFBXVB FoRusEcNmET%zrEss~ 

SEDECISICNHADE: 31--2000 
510(k) SWW+RY AVAILTBX FEicM FIlA 

DJwIcE:PARxaxczE2ooocwIKARY WIsSYrnANDwTFFER-1 

~DECISICNMADE: OZOCT-2ooO 
510(k) SUWaRY AVAILNZB FX.M JYDA 

510(k) SWWiEtY AVAIIABW FRX FDA 



-Aw~LIsrING~~-~ (W 510(K) iS&WWES CR 510(K) - 
FcRFINATaDECISICNS REmEmDicxlRImTHE~~01-JAN-2000 !KMxXUi31-DEXZ-2ooO 

E?ixmmN-, INC. 
A!rm:MAR?l aGER 
7330 cr+RFaL Fall 
P.O. BX 269006 
SANDIEGO,~92196-9006 

510(k) ND: KC03098 
ST3XEN: 858-621-4583 

BFxxMAN axLTER, INC. 510(k) N3: IO3196 
Alm:LTJsxm4 - ?3XNElN3: 714-961-3777 
200s. KFwzm?BLm.,w-104 
BFEA, CA 92822-8ow 

BE!cmAN CmLTER, lx!. 510(k) m: Km003488 
ATIN:GAIL r2EmmRE FKNEIKJ: 714-993-8503 
2w s.KRmmRBLvD.,w-104 
ERE?i, CA 928224003 

EJ3CKN DICXINXN m1cNn 510(k) NJ: xM30235 
ztrlN:- WXD EKNEKI: 801-5652504 
945o!iaJlFI~sr. 
SmOY,m84070 

BMTnrJ DIXCNSCN lNlTJSIcIv~ 510(k) W: Koo2033 

ATIN:LEisLlE WKll PKX-EIKI: 801-565-2504 
945Qs[xJMmsT. 
SANDY, ur 84070 

BECEXDICXINXN~ SYS'IF%lO(k) m: ICI02456 
SORE, Kx3EL 365992 
ATl.N:m JinYNEs PI-DEN: 201-847-5170 
CNEBErcKNDR 
FZUINKLIN L?sEs, NJ 07417-1885 

510(k) m: KOOO962 
PI-KNEID: 441 634 375614 

BELlKNrmm. 510(k) m: KOCQ799 
A!lTNzXHNECRLLINS FHXEPD: 732-469-5000 
101 BbLMXC DR. 
zsz2mmr,wO8873-l204 

BEI.Mxr-(SaRe. 510(k) m: K983866 
ATmztJFanmNPLABAD~ FTKNE~: 978-663-0212 
78OEtzmmRD. 
BIILERICA, MA 01821 

DEVICE: AccEssuL-ITIvE~~ 
SEDECISICNMhDE:2O-I'XN-2OCKl 

510(k) SW'GW AVAILABW Fi+X EDA 

DEvI&:-sY~-~ 
SE DEXXSICN MDE: 22-DG2ooO 
510(k) SUbWRY AVAIUGGZ F'FCN FDA 

DEWICX:SYNWHZNCCNIlXL 
SE DECISICN MADE: 27--WV-2ooO 
510(k) SLM4ARY AVAILMU FFCN FDA 

DEvIc33:INsYTE~,INsYTE-- 
sEDECISICNFADE: 05-AFR-2000 
510(k) SLpppIRy AWILABLE FIXM FDA 

DEVIC33:EDINSYTE~ -PANDmINSYTEALmxuAm -PwIiGEDIvca 

SEiDEx!rsI~MADE:26-JuL-2m 
510(k) SWMRY AVAIIAEILE FXM HIA 

DEvIa3: MI- BRANDscDIcpi lXLKXUDE~lUBEwITHMI~(=u: 

SEDECISICNM?JDE: 02-NYV-2000 
510(k) m Am FXM FDA 

DEvIa3: PI03 sM%cERI;ym, mm EC-50 
SETDEXZISICNMADE: 20-AF?R-2ooO 

510(k) smmmfc 

DEvIc?3:EtEuKNruNIT,mELl2ooosEluEs 
SEDECISICNM?iDE:17-MAY-2ooO 
510(k) tnATmmr 

DEvIc33:BTizxwrMxlEz~-c-PuMP 
SEZDECISICNM?iDE: O~YJAN-2CCO 
510(k) SUMiRY AWIMBTmE FTXX m 



b suBEa?ERADDm LIsTIEx3FcRmm~ (=I 510(K) 
FtXXFIMLDFXXSIcNsREXXRED 
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MWLO, GA 30731 

-aEw) 
ATIN: K.B. SIAH 
71/2MnFS,OFFZWNIWAR 
42200,KAPAR 
-mm, 

510(k) m: K991840 

PtKNEl NJ : 416 922 2707 

510(k) ND: K994082 

PKNEiNo: 603 825 6361 

510(k) ?a: K993805 

PFKNEND: 706-862-2302 

510(k) W: KOO1375 

Fi-KNZN3: 7m-2302 

510(k) IUD: KDoo650 
FFKNEIW: 603 3903301 

510(k) Wz KCX0652 BEYrmaamm 
LAEELmzcmIM(5oMI~m~) 

ATIN:I(EEx= BEmsIAH EKNEpJ3: 603 3903301 
71/2KIIES,QE'FJAUNKAPAR 

BHKmm 510(k) m: KOOOlCX3 
RlOCM,MRELFU-PlOO 
ATm:AKr i-J?m PKNE~: 813-645-2855 
3234ELLALANE 
NEwFmrRIaEY,FL34655 

BIOCN, INC. 
I1T?N:VINCZNCJMXGAN 
1153 cs?IRE &slmm 
B35nrJ,lao2l30 

510(k) m: I(994037 
FKNEFD: 617-524-4443 

DFwIa:~--ANDm BT00WTERANDCRF 

SEDEfXSICNMADE:2O-MAR-2ooO 
510(k) SUMWiRY AVAILMLE F?CM FDA 

DEvIa:-m-m- (PF#IEINLpJBELcLAIM) (50MI 

SEDECtSICNXADE:2%JAN-2000 

510(k) smIFmNr 

DEVI~E:UL~TIMTYTEN-DEX~~JERF'REE NITRILEmmm(TEsIH)m 

SEDEas1mM?iDE:25-JuL2cm 
510(k) = AVAIUBTX FlXM FM 

DEvIcY3:BE7rEL-FREElATM~~ 
SEDlx!IS1mmDE:2O-APR-2000 

510(k) sIXm%m' 

rlEvIm:~~ERFREE~ExAM~,~,wIM~ 

SEDECISICNMADE:1O-AFR-2000 

510(k) smI!mEm 

DEvIa: RAPID -m gcTMt4, ICBEL m-A 90, PAPID -mc 

sEDECISICNI%DE: 23=-2000 
510(k) ,sUMMWY AVMIABIE FFCM FDA 

DEVICZ:l.HE4.5b?HD~ BICXNDFNCALIMPL?W 
sEDFCISICNM?4X:ll-JiW-2000 
510(k) i5Qmxmr 



-ADDHEss- Fmfc-lmI-~ (W 510(K) 
FCRFIWLDEZCSICNSRENERED 

- CR 510(K) SlXFMMS 
DLRIZ THE PERIW Ol-JAN-2ooo !tRfUXX31~Ec-2CQO 

BIO MED SQCENCES, IN!. 
ATIN:MlWKEDlLUN 
1111 HrNIrxm SrREEr 
m, PA 18101 

BIGLIXICSYSTEXSCXRP. 
ATINz~EBiXNNER 
CNE BIO-UXXC PLAZA 
~ELlEIN,IL60060-3700 

BIO-LaGIC!SYS?l'WSa%(P. 
~NCWMANEBFUNNEZ 
CNE BIO-ILXIC PLAZA 
z.uNmLzIN, IL6cmO-3700 

Em-RADB 
ATm:ELlIzABGM PLXLT 
95w-RD. 
IIUIW, CA 92618-2017 

BIGFGD w 
4100 
A!rIN:ELIm FTARIT 
95coJFRxIM3RD. 
IRVINE, CA 92618-2017 

BIO-RADW 
ATIN:ELI~ PIATC 
95w-RD. 
PiVINE, Cl4 92618-2017 

BIGFWW 
ATTN:ELIzABFM lJIzcrc 
95oQ-RD. 
IFWINE, ca 9261a2017 

9500-RD. 
IFWINE, CA 9261a2017 

BIO-RADLABc%(ATcwIEs 
AlTN:ELaI~ PLA!IT 
9500-RD. 
IFWINE, ca 92618-2017 

510(k) m: KOO2109 
FT-KNElND: 610-432-O 

510(k) ND: m2570 
PI-KNEm: 847-949-5200 

510(k) to: KO03681 
PHCNEW: 800-323-8326 

510(k) N3: K992781 
PkKNEND: 949-598-1285 

510(k) rJ3: KOOO874 

FiXNEW: 949-598-1285 

510(k) m: KC00875 
FKNFiN3: 949-598-1285 

510(k) m: KOOl.373 
FfKNElIKl: 949-59al.285 

510(k) m: KDO2l20 
!?IXNEN3: 949-598-1285 

510(k) 1x): KO02196 
PENEND: 949-59al285 

DEVICZ:CT&EEVA~ 
SEDECISICNFADE: 31-ATX-2ooO 
510(k) SUWARY A&ULABLE F'IZX FDA 

DEVICE: BIG-IOZLCCEEGWGH~ 
SEDECISICNMhDE: M-SEP-2000 
510(k) ZX!M?W Am EFcM FDA 

DEVICE: BIO-LfXICSLEZRXWNFIZINK 
SE DEXZISICN WE: 21-DEXL2C00 
510(k) .SUMGY AVAIUBIZ FRX FDA 

DEZVIC.E:ARXITXHAE'P~, MllEL6a)1-05 
SEDECISICNMRDE: O%+FR-2COO 
510(k) STATmmr 

DEVICZ:UiUNECXXIRX 1,cm.m. 903600,uRmzawmx 2, cm. m. 90 

SEiDEXLSIcNMADE: U-AER-2000 
510(k) SLWARY AVAILABU m FDA 

DEvIa: Assp;yED Qcs 1,2, cxr. x6. 970200, 9705w 
SEDEYXSICNMADE: 2O-AFR-2ooO 
510(k) SU+!AW AVAIIMLE m FDA 

DEVICE:LI@JICHEK~PLUScXMmL, MXEL 360, 361, 362, 363 
SEiDE?ZISICNFADE:25-M7Z-2COO 
510(k) SWMAFtY AVAILAXE FFcN FDA 

DEVIC%LIQUICHEKBLo=oMScXNIX%, MXIEL, 571, 572, 573 
SEiDELTSICNMADE:21-AU&2ooO 
510(k) SUMWFM AVAIIABW FRX FDA 

DEVIC!E:LYFWfXXFWIZIlYclXlT?X, z4IlxLs 480, 481, 482, 483 
SEDEtCISICNMADE:O7-AUZ-22ooo 
510(k) SLM@FtY AVAILX%E F'FX2.f FDA 



1’ SuEplITw- LIsTINGmm- 
FcRFlNXLDECISICNSF@NDEWl 

QJlMCBR (SE) 510(K) SUMARmS CR 510(K) m 
mRmzlmPmumo1TJAN-2ooo 'IHRXGi31-DEc-2OCO 

BIO-F&D- 
ATm:ELI- ET.ATr 
9500-RD. 
ININE, cn 92618-2017 

BIO-FiAD W 
I5l.3 
ATrr?:ELIzABFM PL?iTr 
9500-RD. 
IEWINE, CR 9261&2017 

BIcbRAD w 
639 (F.?mcMFIw) 

TcrIN:ELIm Pr4xlT 
95ooJFIRmImRD. 
IFWINE, CA 92618-2017 

BIO-R?iDW 
AT!cN:ELIzABE?H E!I?rc 
95ooJEFvmImm. 
IWINE, CA 92618-2017 

BIO-RAD w 
ATm:ELIzABEM PIA!JT 
9500-m. 
IIWIM, ca 92618-2017 

BIO-RADW 
A!rm:ELIzABFM PLATr 
95w~RD. 
IWINE, ca 92618-2017 

BIO-R'+Ds 
EL!x4,505,506 
ATrN:m- PLATT 
95ooJ.FKNImm. 
IEWINE, a+ 92618-2017 

BIcLIva - 
22,623 
A!rm:ELIzABFM PLATr 
9500-RD. 
nwINE, CA 92618-2017 

BIO-RADW 
Al.rm:- HKKLEY 
4cooAlzRED~DR. 
ImaJIEs, CT4 94547 

510(k) m: KOO2460 
FFKNEKI: 949-59al285 

510(k) ND: Koo2535 

EENEPO: 94959&l285 

510(k) m: KO02536 

FKNEFD: 949-59al285 

510(k) m: Koo2865 
PI-KNE~: 949-598-1285 

510(k) No: KOO2866 
H3XEtPXl: 949-598-1285 

510(k) rn KrXN30 
PKBEIW: 949-59al285 

510(k) Pn: Koo3239 

EKNEKI: 949-598-1285 

510(k) m: KCXI3242 

ZT-KNEm: 949-598-1285 

510(k) I'X% KM33280 
PHXEND: 510-741-5309 

DEVICZ:LIQuIcHMLIPlDSCKiWIR& mEL 641, 642 
~DECISICNM?iDE: 31-Au&2ooO 

lGJAN-20. 
piu3e 49 

510(k) SUWWY AVAIL?GU FFCM Fm 

DEVIClZ:LI(zuICHECBLocoGAsPLLJSE~wI?H GhLKusE, MzDEL 5ll, 512 

SEtDExxsIm~:~2m 
510(k) SLMARY AVAIL?WE m FDA 

DEvIcE:LIgJIcmK~GAspLuscD-oxIMFIER~, MllELs 637, 638, 

sEDECIS1CNh?ADE:3&AJ..G-2000 
510(k) SUMARY AVAIWBU lX%l Fm 

DEVICE:I&JJICHEKBLCCIIGASPLUSE~, 
sEDEcIs1mP?!m: 25GEP-2000 

MXEL 576, 577, 578 

510(k) SLJMMMY AL'AIIXW M FDA 

DEVICRLIQUICHEKBLfXXIGASPLUSECNI!RX, 
sEDEcIs1cNM?ux:25-sFP-2000 

LEVEL 4, IaxL 574 

510(k) SC&MARY AVAIUBLE ZXM m 

DEVICl3:-BFXXLOBINALCLINWCIYsET 
sEDEcIS1mMADE:29-R%2Oco 
510(k) SLWX?Y AVAIUBW FTC24 FDA 

DEvIcE:LIgJm-lEKBLaDGAsPLos~~ (~==J=),l+m 

SEiDEx!ISImb!ADE:3c-~-2m 
510(k) SLMW?Y Am m FDA 

DEVICl3:LI~CHEKBUXDGASPLUS~~ (IL), MIEL 621,6 

SE~SICNMADE: 3O-XG2000 
510(k) S@MAFtY AVAISABM FEam FDA 

DEvIcx:vARI7NrII mrALGH8 
sEDFCISIcNM?iDE:19-DEC!-2OOO 
510(k) SKPMAFZ Am FFC'M FDA 



BIGVASXLAR, INZ. 510(k) FXX K992537 
-xax--ANow- 
zfrm:MAfcsxw KEssm - MI : 6516033703 
2575 ONIVERSITX AVE., SlE.180 
St'. PAUL, &N 55llP1024 

BISW, INC. 510(k) ND: KDo2233 
ATImDAIsYPSxN Ff3XETFD: 651-603-5203 
2575 UNIVERSITY AVE., Sl.E.180 
SC. PAUL, M 55ll4-1024 

BIO/lXA CtXP. 
ATm:FxxNExw~ 
155 GIBRALTAR FO?D 
P.O. mx 347 
I-XXWM, PA19044-0347 

510(k) m: KtXU891 
FTXNEIUJ: 215-441-4Om 

BraARE CCRP. 
ATm:PAKJLW&cxNALD 
2OOPxsmzr~ 

510(k) IW: I(002855 
l3DiE.m : 781-89&OWO 

-, Mi 02454 

BI-, I.K. 
ELBC-1061 
ATlNzlUBINJBEUEN 
9418 LASATN AVE 
-, CA 91325 

BICUi!ZK,lX. 
mKSINJHEUXN 
9418 m AVE 
-, c74 91325 

BIO(SCMPCIS~L'ID. 
ATlN:Js mATr 

510(k) m KCNXX6 
FHXEN3: 31&537-3300 

510(k) m ml022 DEWICE:BIocHEcx, 

PFKNEID: 818-709-5646 SEDECISICNMADE: 
510(k) ZmTmmr 

510(k) pJ3: KO02294 
PH3lEN3: 81a709-5646 

510-(k) IW: K993238 
FI-KNEN: 44 178 2206500 

510(k) No: x901724 
FFKNEIW: 440 178 2206500 

DEvIa: PERI-, FEl?I-ANDPERI~ DRY (m 

sEtDEcIsIcN~: 22-mB-2000 
510(k) S.M!ARY AVAZABTX FX.t4 ZDA 

DEVICE:BVISLlX 
SEDECISICNMDE:13-o(;T-2ooO 
510(k) SW+SRY AVAILAHX FXM FaA 

DEVIa: BICXXLE 2000 NA+,K+,Cb/LI+ ANAWZER 
SEDEcIsICNhSDE: l2-o(;T-2ooO 
510(k) SUNARY AVAIL?UX m Fab 

DEvIa: BIo-LIPIDHoMANsERuMmANoIDL~ 
sEiDEcIsIcN~:24-FE82ooo 
510(k) SM!TsRY AVAIWBW FXH FDA 

INc.B-2MI~wn TEsrKIT, Mm 

2-2000 

DEVICX: BIaXECKW m,MznELBc1115 
SEDECISICNMADE: 02-W&2ooO 
510(k) tSmmm?r 

DEvIa3: w 
sEDEcIs1(3NM?ux:14vJ7N-2000 
510(k) SUMARY AVAIIABU FXM FDA 

DEVICE: - ~SuLFaTEBcNE~lDFILTER 
sEDECISICN&?ADE:O4-AlX-2000 

510(k) SUMARY AVAILABU FFCM FDA 



-ADD= -mcDRHm m (SE) 510(K) m aR 510(K) B s-JAN-20. 
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510(k) ND: KM32070 
PIxrJEpJD: 441 782 206500 

BI~ZCNSlMPL7WT SYSITEMS, INC. 510(k) ND: I@93493 
A!I'lNzb?INSTND~ FFlXEiID: 205-967-7880 

-, AL 35243 

BIoJEcr, lx!. 
AlT.N:N?N2Y GEmL?iR 
7620 S.W. EpuM;Epo%IT RD. 
FxzfmAm, CR 97224 

510(k) m: K994384 
PICNEPJS: 800-683-7221 

BIOIXZ~,INC. 
ATIN:IaANAMRIZOIU 
981 CYCLE AMNEmR 
SAN -, ca 92673 

510(k) Irx3: Kooo290 
F%KNEm: 949-361-1200 

BIckl3GIQCCXCX@NCED~ 510(k) ND: KO02325 
ZYrINzAlGmAPARwl HXNEEX): 81WXQ-7777 
17 Bsl!. 
Fa?rI-luKN,MI48060 

BICMiTRIX,INC. 
~:MAFZOJREEtES 
65RAILTCMAvE. 
-, NJ 07657 

510(k) m: x993362 
FFKNEN3: 201-945-9550 

BICWClRIX,IER=. 
AlllN: NADINEMQWHJ 
65MILFGiDAVE. 
-, NJ 07657 

510(k) m: K994170 
FXNEN3: 201-9459550 

BI-, INC. 510(k) I0 KM30299 
,FCUPlXII(MJLTIPLESKINTESTDEVICE),DEZUdAPIKTRAY,D 
A!rmzLlAMEsL~ FENEm: 503-623-2764 
338OMImm 
DATLAS, CR 97338 

BICMEDICXLEWI!.,IN.Z. 510(k) to K993714 
ATIN:w.casGi~m FTYxxiE’m : 210-677-0354 
14785 CMI- DR.. SUMX 205 
SAN AITKNIO, TX 7i3245 

DEiVICX:BICXCXtXREW 
SEDECZSICN~E: 25-ALXh2OCO 
510(k) SUM?UXY AVAIIXUE FFCM FDA 

DEVICE:?HE AuIwAc!sYm 
SEDECISIcN&!AlX:O7-JAN-2ooO 

510(k) SUNG!Y Am IZXU FDA 

DEVICE:CLIcKER 
SB!XXXSICNM&DE: 22-JUN-2ooO 
510(k) SUMARY AVAIUEiW FFCM FDA 

DEVICX:~,UZGHCIE 
SEDEXXSICNMADE: 14-APR-2000 
510(k) SWHARY AVAIUBLE FXM FDA 

D?XtGT:WJIN#3TIBIALNAm 
SEiDEmSIcNMax:3O-cxz-2Om 
510(k) SUMARY AVAILiXU FTCM FDA 

DEVICE: HYIASINE 
SEDEX!ISICNM+DE: U-MAR-2000 
510(k) fXM44RY AVAIUBLE FTXM FDA 

DEVZX:BYIXZmmCL 
sEDEaSIcNMADEt: 02-MAR-2000 
510(k) SUMGtY Am FF0.f FDA 

SEDECISICNMADE: 2&AFR-2ooO 
510(k) CTnWmmT 

DEVICE:--,msYm 
SEDECISIiXIMADE: 25-FEB-2COO 
510(k) S&WARY AD FFXX m 



m--mm- - (SE) 510(K) +WMMUES CR 510(K) m X-JAN-2OL 
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ATIN: w. CASEY Ftx 
14785 CMIaXN DR. 
SUITE 205 
SAN ANKNIO, TX 78245-3201 

BICMERIDIAN,IX. 
m:JcE GTxrLmY 
I.2411 SXTM 265 WEST 
SUITFIF 
DFWZR,UZMO20 

BI-, INC. 
RITNzANNADENARlMS 
1022 HImaM ST. 
f, Mi 02370 

BICMERIEUX,1[TJC. 
ATIN: JANET - 
1022 HIZBAM tczREm? 
-, MA 02370 

BICMLl'~,~. 
A!IlN:!IWX!YJBICKEL 
AlRpcRT-PARK 
P.O. Em 587 
-, IN46581-0587 

BICMFT~,~. 
ATIN:TINA L?mN 
AIcRFaTBPARK 
P.O. Kx 587 
Kwsw,m46581-0587 

BIcMFT~,INC. 
ATm:PAmIaA SANLIBXNBERES 
P.O. xx 587 
WAFEAW, IN46581-0578 

BICMFTV,~. 
ATIN:= - 
56EMXBELLDIUVE 
P.O. Kx 587 
-, IN46581-0587 

510(k) m: KOOl.219 

PKNEN: 210-677-0354 

510(k) I0 K993824 
PkKEEN3: 801-501-7517 

510(k) m: K993319 
ECNEIQ: 781-871-4442 

510(k) No: KOO1460 
EKlNFlIKl: 781-871-4442 

510(k) ND: K994326 
Pi-KNEiW: 219-372-1761 

510(k) E1D: I(ooo262 
PI-KNEN: 219-267-6639 

510(k) m ml.374 
ET-?ZNEEx): 219-267-6639 

510(k) EID: KOO2020 
PKXENO: 219-267-g 

DEvIu3: -; cxiEmPm-CRAZ,ANDP-mT 

SEDEaSIcNb!?m:21-JuN-2000 

510(k) SLMAW Am FRX FDA 

DEVICE: m-21 
SEtDECISICNMDE:2O-JAN-2C0O 

510(k) SUMARY Am FRX FDA 

DEvIa?l:vmw~IGGII (TxG)AsSw!~EL30210 
~DEXXSI~M!DE: 22=-2ooO 
510(k) SUMMARY AVAILABM FRX FDA 

DEVICE: VIMSH.m IGG (HPY)XSAY,~30192 
SEDEczs1cNMAlx: 04-aT-2coO 
510(k) SUMMY Am FRX FDA 

DEVICX:-xNEESY~ 
SEDEL!Is1mmDE: 07~m 

510(k) SLMMARY AVULABLE FFCM FDA 

DEVICX:EXXN-OCMPCNEKT 
sEDEms1cNmDE: 03&m-2000 

510(k) SUMARY AVAIIABU m FaA 

DEVICE:PATIEWM?YlWED CWXJTALUWTRXHLEA~ 
SEDE?ZtSICNMADE:27-,XJL-2000 
510(k) SLMfARY AVAIIXLE FIXM FDA 

DEVICE:-MENI~SCREW 
SEDECLSIcNM?iDE: 25-ALG2ooO 

510(k) SLWAFU Am FRZM FDA 



Ex.manmAwREssLImmm- WJIWURC (SE) 510(K) SUMARmS (X 510(K) Z?mm@ms 
mFTNALDEI;zSIasRmOEFtEDEufumlIHEPERI~o1-JAN-2m TFRXGH31-DEG2000 

BIcmrazlwxEOIcs, lx!. 
ATIN:MIrnLrn 

510(k) fJD: HXM60 
PEKNEiN3: 219-372-1644 

56EpsT~DRIvE 
WARSAW, IN 46581-0587 

BIct4ETcKLT3xmIcs, INC!. 510(k) m: -057 
ATIN:PATRI~ SANOEKRNBERES PfKNEm: 219-267-6639 
P.O. Eax 587 
-, IN46581-0587 

BImErrclummxcs. INC. 
ATIN:PA!mIcIA iG!imKm 
P.O. Bax 587 
Fzu?SAw,IN%581-0587 

510(k) N3: KC02278 
lJIx&‘m : 219-269-6639 

510(k) NI): K9B4390 
EKNEi N3 : 219-267-6639 

BICMFT, Ix. 
TXTlN:TRACYJBIClCEL 
zlJxxRrIMxIslRIALPARK 
P.O. mx 587 
ii!Bsw, IN46581-0587 

BICMITI',IIC 
RICKRXJS(33LUWDslEM 
m:PATRIc!IA .Y-!Nom 
AlZCRl!IMxzslRIAtPARK 
P.O. FKX 587 
wARsAw, IN465814587 

Bn%ET, INC. 

510(k) pJ3: K990830 
WITH-m 

P.O. Kx 587 
whFww,IN%5814587 

BICMET,INC!. 
A!IlN:PAlRIcIA SANOmm 

510(k) m: K993972 
FBXE KI : 219-2674639 

AIFGCWIMxTsIIRTIu;PAFtK 
P-0. K.x 587 
-, IN %5814x87 

BICMEZ,INC. 
IceIN:TINA LAKIN 
AIRECUCINWSTWCPAFX 
P-0. mx 587 
wriRsAw, IN%5814587 

l?HXENo: 219-267-6639 

510(k) m: I@93438 
J333EN3: 219-372-1644 

510(k) m: K994007 
FFKNE N3 : 219-267-6639 

DEVICX:M?UCXW~~D~~ULM~ 
SEDEmSIa?MADE:1~2OOO 
510(k) atiUN@Y AWlUB3.E lXt4 FDA 

DEvIG3: BF3mKERTIBmNAlLs 
SEDECISICNMADE: 044X-2000 
510(k) iWt+wWY AL’AEAFU FEXX EIX 

1~2oL 
page 53 

DEVIQE:BXUKEFtFTXR?GN?ULS 
SEzDEcLs1mmDE:234m-2000 
510(k) SOMRRY AWUIAEXE FRX FDA 

DFXIC3:~pANELsANOFAsllETilERs 
SEDECISICN~E: 07-At.G2ooO 

510(k) S@+fARY AVAIL?CU E FDA 

DEWCGMUCR!C/HWW~WITHW~BI-MFz 

SE DEcIs1av M&DE: Pl-AFR-2cm 

510(k) !XMAFtY AVAILMLE FRX FDA 

510(k) SUM4AEV AVAIUGU FRX4 FDA 

DFXKZ: DISKXABLE INFUSICNPUMPRIT 
SE DECISICN WE: 07-FEB2000 

510(k) SOWARY AVAILABU = FaA 

DEVICE:~bE7+DSMXTHFEMXAL~ 
SEDECISICNMiDE: 04-FEEi- 

510(k) .SU@W?Y AVAILMU Ffam m 



BICMfiT,lX!. 
ATIN:TRXYJBIcxEL 
AIRRXl?~PARK 
P.O. mx 587 
iaFsw, IN46581-0587 

BICMEl!,lX. 
ATm:F!A!mIcIA l5iAmmBEREs 
P.O. Bx 587 
-, IN 46581 

BIamr, Ix. 
ATE?: FRED l4rxImE 
AIRRXIFINWSTNXPARK 
P-0. Em 587 
WIRSAW, IN%581-0587 

BICYdEJ?,INc. 
A!Im: FRED - 
W-PARK 
P-0. mx 587 
P?mstw, IN%5B145B7 

BICMEZ',lX!. 
ATIN:DALENETBINKLEY 
AIRRJFUmpARK 
P-0. Fm 587 
WAEJW, IN46581-0587 

BICMFT,IW. 
ATm:FRED l-x32um 
AIRKXUTDPARK 
P.O. Fxx 587 
-, IN%5Bl-O5B7 

BICMET,INC. 
A!rm:MIa-mLELmxINLEy 
AIlREcmDM 
P-0. mx 587 
WAPSW, IN%581-05B7 

BIcMET,lNZ. 
ATIN:PATFuCIA fszaclm= 
P.O. Enx 587 
blmsad, IN 46581 

510(k) IW: K994184 
RETlEND: 219-267-6639 

510(k) m: KOO0254 
PkKNElND: 219-267-6639 

510(k) m: KOOO334 
pHcNEp33: 219-372-1568 

510(k) Ex): KM30335 
PHXEND: 219-372-1568 

510(k) m: KOCxX3B 
JZ-KNEIKI: 219-372-1632 

510(k) hx): KM30683 
Pf-KNEND: 219-372-1568 

510(k) m: KOOO760 
FKNEMI: 219-372-1644 

510(k) m: KWO764 
EKNEFXI: 219-2674639 

DEVICE:PLRSlXCNED lzmIs1cN bYJ!E!d 
Sl3DEcIsIcNMADE:15-?FEB-2COO 

510(k) SWWRY AVAZABLE mad m 

DEvIcx:PAR5AammJLmasfKamr 
SE DI!XXSI(IJ XADE: 07-F'E5-2ooO 
510(k) SUMARY AVAILXUZ FFctd FDA 

DEVICE:lHFWI'~ !lw!ATaBIPsYm 
SEDEXXSIcNM?iDE:16-EEB-2ocO 

510(k) SUMARY AVAIIABU FRX Fm 

DEvIc33: laLTJxY- KnJLARczxaRR~sYsysllEM 
sEDECISICNM?+DE: 25--2000 

510(k) SUbWRY AD FFctd FaA 

DEVICE: l+l?amYm llAmmLIm-FTrw 
ISEDEXXSICNMADE: 15-MAFb2000 

510(k) SUMiRY AVAIUiBU ma4 FW+ 

m~:~~s~AxLElwALELBow 
SEDEXISICNMADE: 27duN-2000 

510(k) SUMRRY AVAIIABW FRX FDA 

DEFJICE:IWxXFEWRALocMpoNENT 
SEDEXXSIcNt4Aix:23-MW-2ooO 

510(k) tXM4ARY AYMLABLE l?FxX FDA 

DEiVICE:PEDIATiUCFIXA!CI~~ 
SBDJX.!ISICNb!XRO6-APFb2OOO 
510(k) .5UWARY AVAXABLE ma4 EDA 



-ADDREssLI~FuRcDRB- EQIMUWC (SE) 510(K) SUMWWES m 510(K) 
FmFINALDExxsIavSRE1w~ DLJRrm~pERIcDo1JAN-2m lXEcUXi31-D~2ooO 

BICt@Z,IW. 
ATIN:- wLlx.mM 
AJRKXVlNCWTNXPAFX 
P.O. Em 587 
WARSAW, IN46581-0587 

BICMET,INC. 
ATm:TIIm LAKIN 
AIFXRFINDWZUXPARK 
P.O. Enx 587 
imRsAw, m46581-0587 

BICMET,INc. 
m:MARY VERsryNEN 
~~~BELLDRIVE 
FoEox 
-, IN46581-0587 

BICMET,~. 
ATIN:PATRICIA lciAta=BEREs 
P-0. Em 587 
w?msAw,IN%581 

BIcMFT,INc. 
ATlN:TRACYJBICXTZL 
P-0. Bcx 587 
Rwsw,rn%581 

BICMFT, lx. 
ATIN:TINA L?mN 
56ERsTBELLDFtIW 
mm587 
i?Mww, IN46581-0587 

BICNJTT,INZ. 
ATlN:aw=yJBICXEL 
56 EAST BELL 
P.O. mx 587 
FrnsTw,rn%582 

BIU-lEZ,INC. 
ATIN:TFXYJBICXEL 
AIRRXTBPARK 
P.O. BQX 587 
PZiFEAW, IN465814587 

510(k) NX Kooo978 
PKNEIW: 219-372-1510 

510(k) m: xoO1010 
PtDlEbk3: 219-267-6639 

510(k) M: KCXX271 
FKNEID: 219-267-6639 

510(k) N3: KOOl.350 
PKNE No : 219-2676639 

510(k) m: ml.376 
EKNEIW: 219-372-1761 

510(k) m: KM)1580 
PHXE NJ : 219-267-6639 

510(k) m: IO301760 
Ft3ZNEm: 219-372-1761 

510(k) ND: KOO2106 
FFKNE~: 219-372-1761 

510(k) SUH+RY AVAILMIE FRZ4 FDA 

DEVIcE:ASCFNl'KNEEREVISICN~slEM 
SEDECISICN~: 27-AER-2000 

510(k) SUW?iRY AMlIABLE FE0i FRA 

510(k) SLPHWY Am F'RX m 

DmIcePArrImr~~~~ 
SEDECISICNMADE: 26JuG2000 
510(k) SUNARY Am FRX FDA 

510(k) SUWARY AVAILABLE FRX FDA 

510(k) SUMlARY AVAIIABLE F'F0i FDA 

510(k) SUMRRY AVAILABW FFct4 FM 

DEVICE: NEWBIO-MXRE =-, 
SEDEZISICNFADE: 27-.JULe-2ooO 

YmPERAnAFTER 

16-JAR-2oc 
page 55 

510(k) SWMAFtY AVAILABW FF04 FDA 



-IIDDIiEssLImmmm~ (=) 510(K) - CR 510(K) - 
FcFtF?NaDEaS1mRExwEmm DuRms!n3EPERIalo1-JAN-2OOOtmFaxa 31-DW-2000 

BICME!T,INc. 
ATlxMIwLm 
56EAsTBELLDRIW 
mww,IN%582-0587 

BIcMFT,INC. 
A!ITN:TEMX BICXEL 
56EpsTBEZDFUW 
viwsw,IN%582 

BICMET,INC. 
ATINzDALENETBItQCEX 
56EAsTBELTaDFtIW 
-, IN1N581-0587 

BICMtT,ItC. 
A!LYN:nIcnEn.ELbmcmLEx 
P-0. Em 587 
wARS?w,W%582-0587 

BIcMFT,lX. 
m:TINA IAKIN 
AIRIXRTBM 
P.O. Kx 587 
wEcsw, IN46581-0587 

BICMET,lX. 
ATIWMIWLW 
AIIGURTVPARK, 
P.O.Kx 587 
WAlww, IN%580 

BICMEZ',INC. 
ATIN:TRACYJBICXE; 
AIlREcmvPARK 
P.O. 83x 587 
WARSM, IN%581xm37 

BICPIET,m. 
ATINzSARAABAIIEY 
--PARK 
P-0. xx 587 
F;IARsAw, IN46581-0587 

BICMEiT,INC. 
A!rm:c7@m IiwslER 
AIFRRTIMNXRIWPARK, 
P.O.mx 587 
WARS!W,IN46580 

510(k) NX Koo2379 
PHXEN3: 219-372-1644 

510(k) ND: KC02423 
EXNEND: 219-372-1761 

510(k) ND: KO02678 
FiXNEN3: 219-372-1612 

510(k) m: Koo2735 
EKNEND: 219-372-1644 

510(k) ND: I(002757 
pH=NElKl: 219-372-1512 

510(k) m: KC02772 
EKNEIQ: 219-372-1644 

510(k) ND: KO02998 
FHIEIKI: 219-372-1761 

510(k) Im: IO03044 
Pf-KNE m : 219-372-1568 

510(k) m: IUX3l31 
pI-mEND: 219-267-6639 

DEVICZ:M2A2EU@¶RlNXSXLINER 
SE DEXXSICN M?QE: 31-ALG2OCQ 
510(k) sSU&WQY AVAIJXUZ FRX FM 

DEVI~:L&XXCRBPUSHSCXEW 
SEDEms1cNM7mc: 2O-azc-2Om 
510(k) SUMGY AWCLABLE FECM FDA 

DEX'IcE:ASClWI'KNEESY.STEM 
SBDECIS1CNMADE:19-sEp-2000 
510(k) X&WRY AVAXABLE FRX FIlA 

DEvI(7E: CNaaaGy SAL- SYm 
SBDEcISIcN~: 24-WV-2000 

510(k) SUWiKY AWUIABLE FRW EIlA 

510(k) SC&WMY Am FF04 FDA 

DEVICX: BIu4Ex BI-m sz-mIDER SYm 
SEDEcxS1mm:m-2000 

510(k) SUMUWY AVXLABLE FFCM FDA 

DEVICZk--BEADS 
SBDEXXSICNM?iDE:l3-DFG2OCXl 

510(k) SW-MARY AVAILQLE FRX FDA 

DEvIcx:mIFI~~To:~I~~FRpLTuREKIT 
SE DECISION WE: 02-W&2000 

510(k) SWMARY AVAILABLE: m FDA 



-ADDRESS-mm-m (=I 510(K) q a 510(K) - 
FmFmATdDEaS1avSRmDEmDDuFuxnIEPJmIcD01-JAN-2mlHFaxa 31~2000 

x-J?!N-2ot 
pase 57 

BICWZC,lNO. 
ATIN:!WACYJBICXEL 
56ERsTBELLDFCiXE 
-, IN46581-0587 

BIm, INC. 
lYLTN:!fXXXJBICKEL, 
ArlRFcm-PABK 
P.O. Em 587 
-, IN46581-0587 

BIcMFT,IN!. 
ATlX:TR?CfJBICXEL 
AIfRXCIMwsIRIAz,PAFtK 
P-0. Exx 587 
WliFtsAw, IN%581-0587 

BICMFT,INC. 

WAQsAw, IN46581-0587 

BICMGT, INC. 
ATIN:IXLZNEiTBINKLEY 
--PARK 
P.O. BQX 587 
-, rN46581-0587 

BICHEX,INC. 
ATIWzlXMNETBINECLEY 
AlXRRT~PAFC=C 
P.O. mx 587 
IGRSAW, IN46581-0587 

B1CMETRIXLl.D. 510(k) N): IUXU%l 
ATIN:MlRIAM AiulmL F?-mE ND : 972 258 61241 
4JaFaATMmA, 
P.O. Enx 45057 
-, 

BICNXI'ICSIIC. 510(k) m: KCCO318 

510(k) m IO3240 
PKNEN3: 219-372-1761 

510(k) MX KO03294 
S?XNENo: 219-372-1761 

DEVIE: BIm ExrImwL ka?IsTPLATE 
SEDEcISIcNlaDE:29-D~2OOO 
510(k) SUMhRY AWSUMZE FRX FDA 

DEVICE: BIaarr jlinmu& TKxHpllAlx 
SEDEUSICNMADE: 03-NYV-2000 

510(k) SC&MARY AXUUiBLE FRX FDA 

510(k) NZ KfX3296 
IJiixFim: 219-372-1761 

DEVICX:BIU,lETscK~SY~ 
SEDEaS1cwmDE:O6-NN-2000 

510(k) SOtWiRY AWULAE&E FEam FDA 

510(k) pJ3: KO03363 
PKNEM3: 219-372-1644 

510(k) IW: XXW28 
PkKNEra:800-348-9500 

DEmci!:M2A32t-??4mPERSYsTEM 
SEDFcIS1~zdADE:15-DFc-2000 
510(k) SUMWU AVXLXU FlXM FDA 

DEvIcz:ISSa?FSEzHEADs 
SEiDEcIsIcNMADE:2~-m 

510(k) SUWARY AVAIIFZU FXM FDA 

510(k) ND: KO03429 DEvIa3: l.mTirm/BEAD xATEFaJzED~FIT- 
FFKNE N3 : 219-372-1612 SEDECISICNMADE: 3O-NX2000 

510(k) SUWARY Am = FDA 

D?3vIa: TPN -a= (Ew, -m, BI?G lsYRIwE~sE!r 
SEDECISICNMiDE: U.-SE&?-2OCX.l 

510(k) SmT&mm 

DEVICE:BICNXTICSGLUZ#SE@ALITY ~SXUMCNFCRUSEWITH'IHEF 

SBDECISICNMADE: 28-FEEh2000 
510(k) SWHARY AVAILAEU lW24 FDA 

--mm GLxmxE-sx~ 
ATm:- - pH3NEN3: 978-263-3856 
2CZWGRD. 
ACKN, MA 01720 



-ADD-m FmcmH-~ (=I 510(K) 
FcwFINALDECCSICNSlWWERED 

SzBiplpIRlEs CR 510(K) m 16YmN-2Ot. 
DuRIal.HEFERImo1-JAN-2Om ~31-DEIc2000 page- 

BICNZT'IcSIW. 510(k) m: KDO2540 
ENsEBLaDGLuaxE T!zsrmsY~ 
ATrN:- ztzlmm 
2C!RAIGFtD. 
IXZI'CN, MA 01720 

BICNXlWL?WIS,m. 
ATm:TuIJA AmaLA 
S&8L 
-, 

BICNXIMPLNtS,INC. 

AllmJ:TuIJA ANNALA 
S6-8L 
-, 

BICNX IMFUWTS,Ll.D. 
430828 

Ttrx.!N:m ANNALA 
S6-8L 
-, 

BIOiTATEIP?C!. 
ATIN: ERICV~ 
6911 W AVENUE 
Lc6z!lazEs, cA90038 

BIOPLAl.E,IIC 
ATIN: ERIcv- 
6911 W AVE. 
IAX-, CA90038 

BIOF'F0 (M) SDN BHD 
ATINzJAMESHIALEi 
uYrl4, PT.4204 -SULTAN 
HISEAMUDDIN,NRIHFc%ITINCU. 
m-t 

BIOPF0 (M) SDN BHD 
- (Q-w -1 
ATINzJ?!HESHLATZ 
m14, PT.4204 LlIEmFNsuL~ 
HISHAMUDDIN. txxaH Km INOU. 
FCRT KIANG; 

PIESEND: 978-263-3856 

510(k) I.0 KOO0836 
FF3ZNEiF-D: 358 331 65600 

510(k) ND: ml378 

PHXEKI: 358 331 65600 

510(k) m: KOC0616 

PIXNEIIUD: 358 331 65603 

510(k) m: KDo1530 
FS-KNElID: 323-549-9500 

510(k) m: KC02879 
FKNEiND: 323-549-9503 

510(k) IW: K994043 
PKNElt?J: 603 376 1390 

510(k) Pn K994276 

FKNEND: 603 376 I.386 

DEVIC.E:BI~CSGLUOZSE gT&ITY~~~mLlSEmMEDIs 

sEDErISIcNMpJ3E:l~2OOO 
510(k) ,SCWARY AVAIIABLF: FRZN FDA 

DEVICZ:BIWZU3FDXBI~ F?lImrxm SYsrEM 
SBDxzs1cmm:O8-JuN-2000 
510(k) SUNCTY AWCLABLE F'ECN FDA 

DEVICE: BIOaJF'F', MZOEZLS 225718, 225728, 225736, 235718, 235728, 235736 

SB:s1cNt4?xJlz:2EMuG2000 
510(k) m AWULABLE m FDA 

DEVKX: V ACL, KDELS 430623, 430628, 430723, 430728, 430823, 

SEDExxS1mMADE:23-MAR-2m 
510(k) SW%%&' AWILABLE FFCN FIYS, 

DEVI~'ItZZBIOPLZCEBIOZIP~~~~SYsllEM 
SBDEcISIa?MADE:21-JuLF2cno 
510(k) SUWARY AVATUIBLE: FFCM FDA 

DEVIC.Zz~IF'ICWICNTDBI0F'LRIEBI(XTLIPCW+NIUIC&lYlTX?CICNsY~ 
SEiDEmS1cNMADEi:05-ccr-2000 
510(k) SUP#RY AVAnABLE FFCM FDA 

DEVICE:c.ERFET~LATEX~~ FxAMlmn~GuxlEs 
SBDECISICNPADE: ll-JAN-2ooO 

510(k) ,TCAnmm 

DEWICE:BIOPF0,NlTmLCN, aLEmTr~NMluLEm~-~ 

SEDECISICNMADE: 2O-CCT-2000 

510(k) m 



BI- (M) SDN Ew) 
GlmEs IGRREN. nJFPLE\ 

ATIN:kHk -’ 
mrl4, PT.4204 -SULTAN 
HI-IN, N(IzM Rx!2 Imu. 
==t 

BIOPW,lX. 
A!lmJccmFwLLwIRs~ 
17 - L5TmEEr 
EcRTHclKN,MI48060 

BICPFQINC. 
A!rm:arlERYL~~ 
17 -ST. 
FmTHulm,MI48060 

BIm, INC. 
A3x.N:EaJM-l k!iasrm 
6WALDmmw 
aXRXES,NM87048 

BIm, INC. 
Icn!N:m f5?4I!m 
6wWJXNRxD 
CKRRNZS,NM87048 

6WATDENmAD 
cXRFAUS,m87048 

BICXENSE WEBsrEu, m. 
ATIN: SIG1 CZWN 
3333 DIAMXI QUYCN NJ. 
DIAXND BAR, CA 91765 

3333 DI?!XND CMYCN RD. 
DI.AMZND BAR, CR 91765 

BICZENSE wIcBsIm, INC. 
m:AM!i WALm 
3333 DIXCND C7NYCN E7D. 
DIAtXND BAR, (7A 91765 

510(k) hlD: x994281 

pH=NEm: 603 376 1390 

510(k) hx3: K990165 
PI-KNENJ: 810-982-7777 

510(k) tn: KDo1046 
PKNEIW: 810-987-7777 

510(k) bXx K993684 
PI-KNEPJD: 505-897-2712 

510(k) EJO: K993685 
PIXNEm: -7-2712 

510(k) E1D: K993686 
PI-KNEND: 505-897-2712 

510(k) mz KOOO190 
ETENEW: 800-729-9010 

510(k) m: KC00248 
PI-KNElND: 80%729-9010 

510(k) NJ: KOO0332 
PKNEN3: 80-729-9010 

DEXICE:BIWFQNlTNLF,, axmEcrllxzcH~~ERFREE-~ 

SEDExzISIm~:2~-2m 

510(k) SJNXNWC 

510(k) SUMAEtY AVAXABLE m FDA 

DEvIa: BIoPm Gr.zmID o24KNEm w/ KEEL4 & w/ PasTs 
sEDECISIcNM+DE:O8-JUW2OOO 
510(k) sTA!mmW 

DEWXm: SPINALPAD 
sEDExxsIm~:19JuG2m 
510(k) SmIEXmT 

DEWICX:BIOFTXX 
SFaDECISICNMXXZ:1%JUL-m 
510(k) SlWmml? 

DESJICE: LIm px.K.x 
SEDEcIS1mlaDE:18JuLr2m 
510(k) fxR'm@m 

DEvIczk l+s.mIFI~cN To aKI0 EP NAvIGATIm SYSTEM 
SEDEcIS1a?MADE:05-wu-2ooo 
510(k) SUWARY AVAXABLE FRX FDA 

DEvIcx: - EP mvIGATIm SYsrEM 
SEiDECISICNMDE:O5-MAY-2ooO 
510(k) SUMMARY AVAIIMLE FFCN FDA 

DEvIa: IKGA CaRDm NAVIGATION SYm 
SEDEXXSICNMRDE: 04-bW-2000 
510(k) SUMMY AVAIUCW F'fW FDA 



suBMmrm~LI~FoRcoRH- 
lTRF'INALDECCSIaEpjRENDEFm 

m (SE) 510(K) m CR 510(K) ,TAnmMX 1~2oc 
DuRImTmPEucDo1-J74N-2axl THRXXX314XL2CQO pagea 

BICXXN!XWEBSTER,IEFc. 
2-1cmM. 2-110x 

ATlmMkY ADI44s 
3333 DIAM=ND CYUYCN m. 
DIAMXD BAR, Ca 91765 

BIC6ENZE LacEsxm, INC. 
AlTNzHAFtJADcXHX 
3333 DIAMXJD cXN!fCN RD. 
DlAMNl BAR, CA 91765 

BICCENSE WEBSIW, IN2. 
MglELD-I.220 
ATIlNzMARIAD~ 
3333 DIPMWD CNiYm RD. 
DIAMZND BAR, CA 91765 

BIaSITEDlXNXTICS 
AlTNzJCHNFBRUNI 
11030 FtxxLLE ST. 
SAND=, Ca92l21 

BICXX!XED~~ 
XIlNzJCHNFBRUNI 
11030 - ST. 
SANDIliW,CA92121 

BICGOFT -m OXR 
ATm:Rx SHtJ 
944 - SlREFT 
TImmm,NJ08610 

BICSCUNDEsFy31E,lNC. 
A!rm:a3Lmm HI?rrw 
8ooo - DR. 
INDIAM1pc&Is, IN%250 

BIQ9ZJNDESWIE,INC. 
m:m HlI!rcm 
8ooo cTSEE%Y DR. 
lIalIAMIpc&Is, IN%250 

BICiWJNOESXYIE,IPC 
A!Im:- HTlLTrw 
8oooGC8LEWYDRIVE 
IND-s, IN 46350 

510(k) m: KOOll39 

pHcNEEx):909-839-8604 

510(k) N3: KOO1390 
PIDGIKJ: 800-729-9010 

510(k) C-o: KOO2333 

FHZNEN: 909-839-8593 

510(k) m: Kooo230 
EKNEh13: 619-455-48OB 

510(k) m: KOO0231 
PfXNEN3: 619-455-4808 

510(k) ND: KOOl640 
PKNEM3: 609-39343488 

510(k) m: K994369 
FHIE~: 317-849-1793 

510(k) ND: KOOO6Bl 
PIXNEID: 317-849-1793 

510(k) N3: KOO0931 
PIXNEIUI: 317449-1793 

DEVICE: PREFACEGUlDIpIx;~,MllEIs 2-603M, 2-703M, 2-B03M, 2-903X, 

SEDECISICNMADE:1O-MAY-2000 
510(k) SOMtGRY AXULAEim FTTX FIN 

DEVIUZ: BICGENSE !fJEExmmwAND- 
SEDECISICNMADE:21-;IuG2OOO 
510(k) SUMGRY AD Ffam FDA 

DEVICE: BIB WBSTERLASSOD~(=III(xxLAR~~~, 

SBDECISICNPADE: 31-ATX-2000 
510(k) ZXIW?iW AVAILXLE FTCM FDA 

DMC!E: TlE7GEB-TYPE-c~(BNp)~ 
SE DICCISICN MADE: 29-J?EB-2ooO 
510(k) sTmTEWm 

DEVICX:TRl2GEBNp cFumFanmvERIFI~m~ 
SEDECISICNt44DEz 0244AR-2ooO 
510(k) CTQamWP 

DEWICE:BICtXXTFtEZXN 
SFlDEcIs1mmDE:23-JuN-2000 
510(k) ZaMmm?r 

DEVICE: 7250 (MEG7G) 
SEDECISICNMADE: ~M?EB-~CCPJ 
510(k) SWM?GtY AVAILABU FiU4 XIA 

DEVICE:AU5,AU6 
SEDEXXSIcNM7+DE:034W-2ooO 
510(k) SUMMARY AVAILAXE FRX FDA 

DEvIa3: Au5 ULD lYM?Gm SYm 
sEDEms1cNMADE:OB-JuN-2ooo 
510(k) SCJMMWY AVAILABLE: FTICM FDA 



-AD13REss LIslwGFaRcaRH-~ (=I 510(K) 
?XRFlNGDECISICNSRENETGD DuRRam~alo1~2ooo 

- CR 510(K) SDUWEMZ 
'IFXXGH31-DEc-2OCCI 

BICXXXJNDE%XE,TNc. 
ATm:(LKuxEN HITlzE 
8030 - DR. 
IND-, IN 46250 

BICSFHiREMEDICAL 
ATlN: s3ElIA v 
1050BIrcmxswEET 
IXXEAND, M?i 02370 

BIcxuFGI~~. 
Et-1 
ATm:mmY LAAS 
599OBAVE., 
SUITE112 
-, CA 94566 

BIm1(7AI,m. 
A!em:TmFx LAls 
5990mAVE., 
SUITE Il.2 
-, CA94566 

BIGSYSo3.LZD. 

SAN LEANDRI, Ca 94578 

BIUE+&UJZCCRP. 
ATIN:- REIcl-l 
900 N. SwrrzER CANYEN DR. #142 
FLMXMTF,AZ86001 

BIV(XIIP. 
ATIN: JENNIFER CnEN 
900 N. SwrrzER CZilNYCN DR. #142 
FL?GTMF,AZ86001 

BIUFFCNIK,@iEH&CD. 
ATTN:m - 
6024J'Ezwm 
LAKE cxswEm, a? 97035 

BIUIXNIK,INC. 
DEL 330 133 
ATm:m - 
6024JEANRD. 
LAKEi OSViB33, CR 97035-5369 

510(k) E1D: KOO1894 
PFKNEPD: 317-849-1793 

510(k) m: K991549 
PEKNEIKJ: 5Os643-0434 

510(k) No: KOOX48 

EKNEIW: 925-737-1850 

510(k) Ex3: KCXXM38 
PiKEEND: 925-737-1850 

510(k) m: IG94008 
EXNEhx): 510-276-2648 

510(k) m: I692930 
FITKNEW: 520-773-9488 

510(k) E1D: KO02449 
FXNEND: 520-773-9488 

510(k) to KM30763 
PI-DJEBKI: 888-345-0374 

510(k) ND: K99424O 

PENEND: 888-345-0374 

X-JAN-2a 
%e 61 

DEvIa: MIIIFImm To E-SCAN 
SBDEas1cTJM?ux:OtLJuL-2m 
510(k) SUMARY AVAIIABLE: FXM FDA 

DEVICE: m MI- 
SEDECISIcNWtDE: 26-APR-2ooO 
510(k) SUMMARY AWIIABLE FFCM FDA 

DEvIcE:-FIBRIN~~ED DFOPLETAPPLI~, MmELI 

SEDEXXSICNMDE: 31-&W'-2OCO 

510(k) SQ4WZY AVAILABIE FRX FDA 

510(k) SUWGY AVXLAEEE FXM FDA 

DEXtCX:BIQTYSFElXLh?XM.tX, MmEL IFM-500 
sEDEmS1mMADE!:29-SEP-2000 
510(k) SLENARY AVAXABLE FF0-t FDA 

DEVICl3: BI~HEbCDIALXSISBLtXDTUBItG~ 
SEDECISIcNMDE:O9-FEB-2ooO 
510(k) SWM7G&' AWILAEKE FXM FDA 

DEVICE BICTEQ 1-V. (IWI'RA-) SFI: 
SBDECISICNMADE:22-DEiC-2000 
510(k) SUbMARY AWULABW lmX FDA 

DEWICE: PX 53/X-BP,KlDEL 130 05OANDPX CO/X-BP, MXXZL, I.30 051 
SBDEcIs1cNbmDEt: 06-m-2000 
510(k) SD&MARY AXUL?@LE IXN FDA 

sEDnzIs1cNM?m: U-APR-2Oco 
510(k) SUW?iRY Am FXM FDA 



-mREssLIsI?Ex:FcRcDEw-~ (=I 510(K) SllMWUs CR 510(K) - X-JAN-2Ot 
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BIcIIwTJM,II'C 
CL, moEL 331 668 
ATm:JoN - 
6024 swJE?wrryID &I 
LAKE -, CR 97035-3594 

BICXXNX,lNC. 
A!rm:xN m 
6024mw. 
LAKE oS+iEGO, CR 97035-5369 

BIRCliF0INTMEDIC?iL,lX. 
mw?clYiRLczmFaa~ 
266OPA!rlmFaD 
lammLE,m55ll3 

BIRDPlXCUXSalRP. 
ATIN:Tmi - 
1100 BIRO CZXI!ER DR. 
PAT24 -, ca 92262 

BIRDWaRP. 
ATm:!lsx m 
1100 BIRD (IZNCER DR. 
PAIMzsPRIsS,cA92262 

BIm, IN!. 
XIlNzKA!IHWNB~ 
llcomsrIRvImPARKw. 
B, III 60193 

BISCQIW. 
ATT!?: CINDY cRIs 
llOomSTlRvImPARKRD. 
-, IL 60193 

BISQINZ. 
AIrIN: CYNDY caus 
llOOwESTIRvIwPARKm. 
-, IL 60193 

BLTcxmmMEDIc!AL,INc. 
AlTN:ALAN LcMBmil 
90 - DR. 
-, M?l 01104 

510(k) M: KOO1413 

PHXENO: B&3-345-0374 

510(k) W: KtXX736 
FKNEp33: Bw-345-0374 

510(k) m: K9927OB 
PKNEIW: 651-628-0737 

510(k) ND: IG90856 
RKNENO: 760-77B-7255 

510(k) N3: wO3770 
PHXtEp33: 76O-77B-7255 

510(k) m: KOo426 
PKNEIPJD: 847-534-6146 

510(k) Ex3: KO03317 
FIDIEW: 847-534-6Om 

510(k) ND: KfIO3361 
Pi-KNEND: B47-534-6Oco 

510(k) m K994217 
PI-KNEND: 888-29a5400 

DEVIL: !XLCZ45-BP,XDEL330 l32,EFH-27,a 331549, EXTEZSICNTC 

SEDIXISICNMADE:O~TJUN-2(XXl 
510(k) SUMMY AVAXABLE E¶XM FDA 

DEVIC!E:~HYDIX)AND~~J-TIP 
SEDECISICNMADE: 02-wG2000 
510(k) SWH?UXY AVAZMLF, FFCM ZDA 

DEvIcE:I~ 
SEDBZISIN~: Ol-FEB-2ooo 
510(k) m 

DEXIGZ:HERITXENASALCPAPSYSIW,XJXLP/N15682 
SBDEC!ISI~M?tDE: ll-JAN-2OC0 
510(k) = AVAILABLE FlXU FlX 

DEVICE:BIRDTB~LEG?!CYvENXLXm 
SEDECISICNMADE:15-DEC-2000 
510(k) SWMTiRY AUAILlWX Ffam FDA 

DEvIc33: VIP- VANABLE rLIamusITY~zER 
SBDECISICNMADE: 12-APR-2000 
510(k) SX.WMRY AVAIIABW F'RX FDA 

DEWICF,:RENEh'IS-1 
SEDECISICNPIADE: 21-IW&2000 
510(k) SUMARY AVAILABU F'FCN XIA 

DEivIcE:RFnEwLs-2 
SEDECISICNMADE: 2W-2000 
510(k) SWMRY AVAlU+BW M FaA 

DEvIcs3: BT-PIXSTCNE SPm FIxATIm SYm 
SEDECISICNbHDE:2B-FEX!-2OOO 
510(k) iXMMARY AVAIMBLE F'RX FI3A 



BLADEWXKSllC 
ATIN:GAmsMxNM 
107 fxxru-l owIEx=TcN L+TmEEr 
ImxmFQTx76445 

BLAImLABs, INC. 
ATIN:- BTAxNFi 
9624 9(x1?H.2cHNsIREGT 
UNIT 101 
-FE-, cn 90670 

EiLEMEt4UXCRLEXpR4NCLTD. 
INES 
ATIN:AKr vma 
962 - WJE 
AFxKCO BE?iCFI, FL 33572 

BmYls!mTLa). 
A!l?lN:I.JMEEWSFN 
EoEax50 
-IsLF:mMANIM99IcBlQ 
-I==, 

KmFao3.LTD. 

ATIN:- m?JI 
m. 405,m.3wxmAN IsrRaD 
EsINcHuANG, -, 

E+mAmm.Lm. 
ATIN: BANKSCN TSAI 
ml. 405, m.3 -lsrIMAD 
-, -1, 

BcMIssEm. oo.,LTD. 
Al'IN:MILt~N~ 
55rauHEmBLm. 
GRmT NECK, NY xl.021 

228LAKEMERZDHILL 
SAN -, ca 94132 

510(k) m: K993225 
PFKNEZEX): 949-363-2953 

510(k) ND: KOO1608 
PKNEbD: 8Oib307XB18 

510(k) ND: KM)1727 

??HXWW: 813-645-2855 

510(k) ND: IT394242 
PHZIEKI: 440 162 4629571 

510(k) I0 K994203 

PKNEN3: 886 222 983980 

510(k) l0 K994299 
pH=NEN3: 886 222 983980 

510(k) ND: KMx)510 
Pf3XEN3: 886 222 983980 

510(k) In K99l.206 
FKNEI?J: 843-2X5-6950 

510(k) m: KNU.391 
FKNEN3: 877-722-6687 

DEVICE: BLADFiwzRKs MIBBJmME 
SEiDECISICNMADE:2O-MAR-2ooO 
510(k) SIWEMNC 

DEVICE:EXAINESC74GBEPATcH 
SEDECISICNMAD'E:25dUL-2M30 

510(k) SC&WARY AVAIL?BB FX24 FDA 

DEVIC.ZZMI)~CWICN'I~OBLERSE -=t -IAm 

SEiDEcIsImM?mz:~2OOO 
510(k) SW&WY AVAILMLE FRX FDA 

510(k) SmrmsmT 

DEVICR AKFP3, &mlETa P3-l-Am-A1 
SE DEXXSICN MADE: 06-&WFt-2000 
510(k) SUMARY AVAILABU FElcM FDA 

DEmc.x:AFux4l,M=oELKL-1-Am-Al 
SE DECISICN ME: 15-tQY-2ooO 
510(k) StMfAFZ AVAIWEEE FRZM FllA 

DEVICE:KNASSFi aIzvrxrLFNscasE 
SFiDEcIs1cNM?!Jx:O6-JuN-2000 
510(k) SUM?iRY AVAILAEU FFU4 FaA 

DEVICX: wINJs" -CAL WHEELCHAIR 
sEDEcISIcNM?iDE:24--JuLF2000 
510(k) SUMMARY Am FEI%M FM 



SuBMcTllERADDREss~magw~ ~'ALD?T. (SE) 510(K) SLWMRTB CR 510(K) SZWEWNB 
JXXFINALDEXXSICNSRENBRED lxJRrNsmm~o1-JAN-2m THFCWZ31-DEXZ-2000 

EaxNMEDI~~lES, 
ATl%:azSlD10 YTElmBm 
591 I'lXlXAVE., SUITE 5 
idiwmmD,mo1~1641 

ATIN:-wm 
5905NAlIHANLANEi 
m,MN55442 

--Cm. 
ATI'Nz!I!ERRYAHXXNERN 

-Cm 
ififiI= 01760-1537 

EEEXN-CW. 
ATIN:l.!EBFUAXXWERN 

-Cm 
ifiEI= 01760-1537 

BciSXN-CacRp. 
ATIN:ANDREA BXPIIS 
2710 aa%m PKWY. 
SANJOSE, cA95ll.3 

BQsnrJ-cm. 
ATINzl!ERWAMXXNEFN 
CNEBCSTCN -c PL. 
NATIa, MA 01760-1537 

ECSJINscIENI?FIC~. 
ATm:ANDREA Bzl2MIs 
2710 CRCHWI PKWY. 
SAN Jc6F4, cn 95x3 

--C(Twp. 
A!ITN: IJSAMQTJXLIA 

-c PL. 
ifif@Iz 01760-1537 

E9ZSICN-cm. 
ATIN: LISAM(JUXLIA 
aa- -c PL. 
NATICK, &Pi 01760-1537 

INC. 510(k) WJ: K993875 
PI-KNEIKI: 781-213-9200 

510(k) NJ: K992320 

ETXNEZm: 612-694-5642 

510(k) m: K993303 
Pf33GN3: 508-652-5439 

510(k) ND: K993305 
FKNENJ: 5084524439 

510(k) ND: K994252 
FFKIEN3: 408-8953625 

510(k) Ex): KCW177 
PHXGIWD: -174 

510(k) No: KOO0277 
PI-KNENJ: 408-895-3625 

510(k) NX KiXIO281 
FFKNEIW: 508-650-8267 

510(k) No: -308 
FFXNEPD: 503-650-8267 

DEvIm: BfrANscmE HERLTH-SYm 
SEDECISI~WE: ll.-AU+2CCO 
510(k) SWMWY AVAIUJZE FFQ4 IDA 

DEvIcE:MIxxELmPEWXTlTPlNDLUS~mI~(m)CAIIHFW 

SEDECISICNMADE: 18&W-2ooO 
510(k) ZXJtWiW AVA.UMLE FRX FDA 

DEVIa:SFKC- (SC)35BALUXNDlWI!RZCN~ 
sEDECISIcN&?ADE: 23-&QR-2000 
510(k) SUMAFtY AVAILAEU FFCM FDA 

510(k) SOtWW AVAILABU Ffam FDA 

DEVICE: - -, VESSELDIL?fIUR,~ 
SEiDEcIS1cNMmE:O4-J7a-2000 
510(k) StlbHWY AWGL?BLE FRX EDA 

DEVICX:FtEXTWEHI-FLIDMIB 
SEDECISICNMADE: 07-AEC2ooO 
510(k) SC&MARY Am FFCM FDA 

DFXICE: -a m 
sEDEXZISICNM?iDE: 26-SEP-2ooO 
510(k) SLBMiWY AWULAEiU FFsX FDA 

DEVICE:---IS 
SEDECISICNMADE: l.2-KW-2CXIO 
510(k) SVMQRY AWZLABLE FFC?d EDA 

DEvIm: vn4Immw BILIARY -1s 
SEiDECIS1cNM?iDE:19-MW-2000 
510(k) SUbWWY AVAIL?BU FRX HX 



BosrrrJCm. 510(k) PCx KWO397 
INsEx;TIcNmmmw PANO Lx-, MmEL 
ATm:ABBY LYrFM?N RKNEKI: 508-650-8249 
CNEESICN -Cm 
NATICX, MA 01760 

510(k) No: 
ATIN:- KERsTm Pf-KiE’m : 
17425cauHEAsruNI~HlLGRD 
m-n 
-, WA 980523376 

EKSICN-Cm. 510(k) m 
R,XXLE?&LCXNDILXIWI~~,~ 
AiIlN:=Am 

-c PL. 
ifi!!xz 01760-1537 

EEXN-Cocwp. 
ATINz'IERRYA~ 
a4EHlsIc.N scIl;rJTIFIc PL. 
rtATIa, wiOl7~1537 

A!tm:ABBY InMAN 
CNEBzsIcN -c PL. 
Nivxm, MA 01760-1537 

EKEID?-C!a%7p. 
ATIN:fJKICFXLK 

-Cm 
ifisgYA 01760-1537 

--Cocwp. 

ATIN:JaxLYNNcxmNNIm 
CNEKislKN -C!- 
NATICX, MA 01760 

B3ZKN-C!ocwp. 
A!lVlNzCNCLJHXUM?iY 
(IUE- -CM 
NATICK, MA 01760 

iHXEIM: 
K.000570 
BXLXNDIIA 
50!?-6m174 

510(k) m: KOO0798 
H-KNEIhx): 50845524439 

510(k) N3: KfXU.34 
Pf-K.NEND: 508-6- 

510(k) No: Kal3.338 

PHXEN3: -49 

510(k) m: KOO2Oe4 
FKNEND: 508-652-5801 

510(k) NX x002133 

PHXFIbKl: 508-652-5008 

510(k) m: KOO2802 
FT33EN3: 5Oeax-8514 

DEVICE: SPEEDBPIM) suPERnm MULTIPLE BAND I.X?WZ, MXXLS 4225, 4228; 

SEDECISICNMADE: 07-Z!AR-2ooO 
510(k) SWM?dU! AVAII?BU FF0f FIlA 

TXVICZ.:bClXl?ICXL'ICN'I0T-REXBIOFSYl?tXXPS 
sEDEcIsIm~:2E!-FEB2m 

510(k) ,sUMWY Am FF04 FDA 

DEvIm: BLuEP?Ix BT+LUXND~CN-,-Bp;LuxN- 

SFaDECISICNMADE:13-APR-2000 
510(k) SUbWiRY AtTAIlABLE FF0-i FDA 

DEvIa: TcALcN MT.LfXNDILATICNcXHZTER 
SEDECISICNXADEi:O%JUN-2CXX 
510(k) SLMMARY AVAILMLE FFCM FM 

DEVICYZ: t3aELLE ENLCXNDIT.XIMT~cXWEXER 
SEDECXS1CNM?C4Z:3146113-2000 
510(k) W Am FFCM m?i 

DEXtC%&!XGUXASIWFWIDEXCHCXEBILIAw~D~CN~ 

SEDECISICNMADE:3O-AX-2ooO 
510(k) SWMRY AVAIIABU PXM FDA 

DEvIa3: MI-IVE - FTmPKBE II 
SEDECISICNMPDE:19-JuG2OOO 
510(k) SLPM+RY A7IAILABLe FFCM FDA 

DEVIC3:NlRBlUUARY m SYSTEM; l%RSMLEfALUXND~CXV(XWETER 

SF#DErISIcN~:l2~-2ooo 
510(k) ,SWMARY Am FFCX FDA 

DEvI~:PAPIDExcHApIx;E- 
SFiDEcIs1cNbi4x: 05-cct-2m 
510(k) SLNM?WY Am FXZ4 FDA 



-a-mwRHm m (SE) 510(K) SUM?WES CR 510(K) m X-JAN-2a 
FCRFTNALIDECLSICMSRENMRED DuRmsTmPERIw01-J7+N-2000 TFRXX-I31~~2000 PK.== 

EOSKN-COCRP. 
SYm 

m:m BENNEZT 
5905 NAnFiN LANE 
-S, MN 55442 

510(k) ND: KOO3100 

ZKNEhx): 763-694-5642 

EfDSXN-C cEKSATICN fXXi!5lO(k) ND: RX33398 
ATIN:JaxzxN KEZRSEN PFKNEIPD: 425-556-1667 
17425 N.E. UNICN HILL FUiD 
RT3lMmD, WA 98052 

BIEXN-cscIMED,INc. 510(k) m: -1 

AtFiZz& BEzaEm! ?iKNEm: 612-694-5642 
5905 Nl+!m?w IANE 
ms, ma 55442 

Fn9IcN-cscIMED,INc. 510(k) m: KM0956 
ATIN:- R?Em PI-DIEKI: 612-69&5582 
CNESCIMED~ 
z4APLE CazxE, m 55311 

EXXTCN-C,= 510(k) No: ICC?33292 
ATm:GmaN LEC PEKi4E.m : E00-662-2415 
47900 BAYSIDE PAFmAY 
-, a 94533 

BOGTON-c,m 510(k) m I@93415 
I?MZTERsI.RETWREs~cuQIELMID~ cmL,GcGl 
A!rm:IxImNE E$lxlER EXNE~: 510-624-2105 
479OOEtAYsIm PAFaQaY 
-, a 94538 

KEXN-c,m 510(k) m: ZB3417 
GLGIEWIDE'MYWLEOXL(Gw=)(3DSI-WEGDC) 
ATIN:RxaNE BAxlER -ID: 510-624-2105 
47900 EWSIDEPARWAY 
-, CA 94538 

EXZtTKN-c,- 510(k) N3: K993418 
ATIN:I-cxANE BJXUER PEKNEND: 510-624-2105 
47900 BAYslDE PARKWAY 
Fl7EMxr, ca 94538 

EKSIDJ-C,~ 510(k) m: K994155 
ATINtFCWiNNEKBAXCER FKNEICI: 510-624-2105 
47!300 EWSIDE Fi4Rnm 
FFlnorr, CA 94538 

rIlEvIa: wAIzamr ~~ISANDUNISIEPDELIWW 

SEDECISIcNMADE:2O-DEC-2WO 
510(k) XMGRY Am FRX FlX 

DEVICYZ:wIRECUP~ 
SEiDEmSIcN~: Ol-DExz-2coO 
510(k) SLPPIARY AVAIL?BB FXTM ZDA 

DEvIa: wzxuGmm ~~ISANDUNIS!IEPDELIVERY 

sEDECISICNH?!DE:O5-JUN-2fXlO 
510(k) SLPPPSRY AVAILMLE m ?XVi 

DEvIcx:baxFIcATIcNmscpIED6FIMPuLSE~I~c~ 
SE DECISICN MADE: 21-APR-2ooO 
510(k) SLMARY AVAILABU FTC24 !iDA 

DEVICE: E!cxm.N~c/~~~Im~~ 
SFaDECISICNM7aDE: 23+AR-2ooO 
510(k) SUMARY AVAIMEKE lT&X FDA 

D.EvmcGM3-10 SlREICXREsI~GLx;;I;LELMI~ WIL, Glx&lO 2-D 

SEDECISIoNMhDE: 21-JAN-2ooO 
510(k) SLMGRY AVAILAEU F'RX FDA 

DEVICX:GDGlOGUXlXKCD~ aXL(GDC)(3DsHApEGOC),cxx%l8 

SE DEXXSICN MADE: 21-J?@&2ooO 
510(k) S AVAIMELE FFCM FDA 

DEVICZ:FTBEBEDGDC-l8VXTXSHAFE~~o3IL 
SJzDFzzIsIm~: 21-J7m-2000 
510(k) SLMARY AVAIL?WX ERX FDA 

DEVICSI: EXCELS1C.R 1018 MI- 
SEDECISICNMADE: 03-AU&2000 
510(k) SLBMlGY Am FFal FDA 



suEMMTmADDREssLIsTINGFcu~~~ WV 510(K) sL2MRES CR 510(K) - 16-JAN-2OL ' 
FCRF'INALDECLSIcNsRENlXWD DrJRIzm~~o1-JAN-2m~ 31-DEG2000 Page 67 

l33SIWWC,W 
Y : 451006-4; c.WJ.E5: 4511024 
m:JplHEs - 
47wOEL7iYsIDEPJ!RmAY 
-, CA94538 

EOSKNSCIENITIFIC!,~ 
A!rlN:JAMFs - 
479OOERYslmPARKmY 
FREMXC, CA 94538 

E?3slm-c/m 
cmLc4O20 
ATlNzDEBBAHAFMNK 
cm-m 
bfAm..a GFcvE& MN 55311-1566 

J3zmmx~IEs,Lu: 
m:JEFFwc BzmDEN 
54KmcI3oKHDRIvE 
oTALLcN,m 63366 

l20-DFUSE 
SUITE #l 
FR#3 CARP, aTlrARI0, 

BRAt-MDIXXXTIC7d,LLC 
ATIN:H.LEE HJ!XFCN 
29ExxJIH-E 
luxxxS,GA30071 

510(k) N3: Koo1083 

HcNEN3: 510-440-7836 

510(k) m: KOO2181 
FTXNEIW: 510-44&7836 

510(k) N3: -743 

PlKNEm: 6X2-494-2831 

510(k) m: KO01596 
?3!33lEm: 636-978-8846 

510(k) m: x001743 
PKNENO: 61.3 8316690 

510(k) No: KOCX)286 
PFfNEm: 770-449-7738 

510(k) W: KM30287 
FHNEIUD: 770-449-7738 

510(k) IW: K992916 
PiXNEN: 650-494-7240 

510(k) m: K99441.3 
PHXEIW: 49 899915680 

SEDExxs1cNMADE: 03-mY-2000 
510(k) S AVAILMLE FFCM FDA 

DEvIa: GEC ULW axL 
SEZDBZISICNMADE: U-AU%2000 
510(k) SUMMARY AVAILAEB FRX FDA 

DEVICZ:KBXN mcSClMEDmSwmINGm,M 

sEDEcIS1mMAm:O6&EiP-2Om 
510(k) SWMiRY AVAZJUXE FXM FDA 

DEvIa: LYIFEm 
SEiDECISICN~E:O6JOL-2000 
510(k) SLM4?@Y AVAIIABW FXt4 FDA 

DEvIm: ULm -T, lKlXL 0560 
sEDEmSIcNM7ms:25-ALG-2cm 

510(k) iTlMmmT 

DEWIcE:ElV!HKSDlXNXTlCT4IuMITEsTANI'I-l'G 
sEDECLSICNNAlX:17-MAFt-2CXJO 
510(k) StBMWY Am FRX FIlA 

DEVICRECWMSDIXXBI'I~ IiubmEs ANIT-Tm 
SEDEXXS1oN~:17-MN-2000 
510(k) SOWARY AVAILABW FWX FDA 

DEvIcE:-~cARc 
~DBZISICNNADE: ll-JAN-2000 

510(k) smn?mtr 

D~CX:ER?CNCW 
SEDECISICNFADE: Y-JUL-2000 
510(k) ,tXMmFU AVXLABB FXBf FDA 



sLEKmmRADD~LI~Fcuwm~ 
FCRFTNALDEXXSICNS~ 

EQINAEW (SE) 510(K) SUHWWXS CR 510(K) tsmmmmz 
wRTNGmmmo1-JAN-2ooo 

E?-JAN-201 
'iU-K%H31~2ooO page@3 

-, 

BaANA??MEDIc21L~~ 
ATIN:- lmx3 
10015MJIXANNFQ. SUMTEE 
IRVINE, CA 92618 

BRANANhsE3x~~~ 
N!tlCST 
ATm:- wx2 
10015MUIPGNXRD. SUITfEE 
IRVINE, CA 92618 

BFaNANb!Erx%~m 
ST 
m:PAPHAEL bus 
10015bUEUANWIID.~ E 
JRVDSE, Ca 92618 

m:m KXG 
1~~~RD.SLJI'EZE 
IRKBE, CA 92618 

mANANMEDIc%L~~ 
Esr 
mLl?:lvlPHwL Kt?z 
10015bELWANERD. SUM!EE 
llWINE, CA 92618 

BRANANMEDICRL~~ 
m:PAF+aEL w3G 
10015?4UEUWSRD.SUME E 
IRVINE, CA 92618 

BFtm?NMEDI~~rn 
,MmEG19OcANo19OD 
m:RAPHAEL w3G 
10015MXRUNDSFD. SUITEE 
IRVINE, CA 92618 

BwLwINmI~OCWPClRAICN 
EST, ?ClEL 133C AN0 133D 
ATIN:- cIxI\x: 
10015MtKRUWSw). SLJI!IZE 
IRVINE, Ca 92618 

510(k) Mx KC02509 
pH=NE Pa : 498 999 I.5680 

510(k) NJ: Koo2264 
FKNE Ex) : 714-557-2285 

510(k) NX KM)2265 

m ND : 714-557-2285 

510(k) m: xrx)2266 

PHCNEND: 949-598-7166 

510(k) m: Koo2268 

PW: 949-598-7166 

510(k) Ex): KOO2337 

FENE IQ : 949-598-716d 

510(k) N3: KLx)2342 
pz@NE m : 949-598-7166 

510(k) N3: Ko2417 

mm: 949-598-7166 

510(k) No: KO02418 

FWNEND: 949-59%7166 

DMcE:tXX%IS(SHAPED~~SY~) 
SEDEcISIai~: 03-Iwv-2m 
510(k) SWN@Y AVAILABU m FI]A 

DETVICE:BRhNANbfEDIcpit~~ MZCTECT(xx'AINEDRu=~TEsT 
SE DEXZISICN MADE: 27-hxxr-2000 
510(k) W 

DEvIcz:BRANAN~1cp;LOJRPCWATION l5xKrmammscREE 

SE DEXTSICN M&DE: 27-W-2OCQ 
510(k) SrXmm?r 

DEaa:BR?hNANMEDIc?aazRmarI~ MXtTECTmDIM3-m 

SE DECISICN EADE: 22-NW-2ooO 
510(k) +mnmmrT 

DEvIcz:BRzmANMEiTxcipiL~cN ~~2oooDRu:~ 

SE DECISICN WE: 27-+?3.'-2ooO 
510(k) SXFMfiw 

DEXICE:BMNiWMEDICAL~cN lKtaTcc-~scREENT 

SBDEXXSICX'I&GDE: 22-NYV-2000 
510(k) zmim&mr 

DEvIa:F!nANANMEDI~~mMsJITEcT 
SE DEXXSICN MADE: 27-NYJ-2OOU 

BZODF5GSCRETENTEST 

510(k) ttmamma 

DEvIcE:EiRAN?NMEDIcnL~m MXITECCmDRLlGWm 

SEDEL'ISICNMDE: 22-NX-2ooO 
510(k) SmmNtWr 

DEmcE:ETR?mm~IcaL~~ ZCNTECTW3OOD~~T 

SE DECISICN MADE: 22-NW-2CXXI 
510(k) tsmzmaa 



E!zwaNmIcAI~m 
cx?Emm 
A!lm?:- LxxT.2 
10015WIFUNDSRD. SUI!IEE 
IRVINEI, C74 92618 

BR?m?amIm~m 
A!rIN:FQGHAEL Km 
10015MKWANDSRD. SDITEE 
-, CA 92618 

BFuwANmIcAz,~m 
L16ocAND16m 
ATIN:- Fax2 
10015MJlXANWRD.~E 
EWINE, CA 92618 

BREx2, INC. 
ATIN:- EARBETR 
2611 (XXfaKZ WAY 
VI=, CA 92083 

BKEE, INC. 
m:- E!zm?ER 
2611 m NW 
VISIIA, m92cB3 

BEG, INC. 
ATlN:IcJcmmN E?AREER 
2611 CkXmKE W?iY 

AlIl.N:PHIL YWIN 
I.290 ?l?4PKm RD. 
ST. PAUL, MN 55110 

E!RmNmrnI~,~. 
ATIN:PHIL IliwlN 
l290 H?%MKND RD. 
SC. PzmL, MN 55110 

510(k) IJD: Koo2587 

pH=NEW: 949-59&7x6 

510(k) p33: KDo2263 
PENEND: 714-557-2285 

510(k) ND: KC02272 

Pf-KNElKl: 949-598-7166 

510(k) bK): wO2073 
pHcNEN3: 760-599-5719 

510(k) m: KM32321 
PFKNENO: 76&599-3cm 

510(k) m KOQ3611 
H-KNEND: 760-599-5719 

510(k) NJ: I0000520 
PFKNEIWI: 468 629 2754 

510(k) KJ: KC00518 
FT-XXENO: 651-429-7413 

510(k) m: %.X)519 
PI-DEN: 651-429-7413 

DEVIcE:ERANANMEiDIC.TiLU.XEWNXCN~~5OODRLx;S 

SE DExxs1m b!ADE: 22-hxu-2m 
510(k) SIMmlEm 

DEvIa:EmNaNMEDIcALoH(pcIRAKI?cN~ THZDFUKGSCREENTEST 
SEDEXXSICNMADE: 27-WV-2ooO 
510(k) fTmmmKF 

sEDECISIcNM?JDE: 
510(k) .smTBmQ 

mm:PAINm 
SEDECISICNMDE: 
510(k) STAllpprJT 

DEvIa: PAINaRE 
SElJEcrs1mm: 
510(k) f%WEMWT 

DE?JICY%PAINChRE 
SEDECISICNb?ADE: 
510(k) iTmn?mm 

DEvIa3: C-IT 
SEDEcIsmv~: 
510(k) m 

22-Kw2coo 

B-SE&2o!xl 

2cmL 
14-m%2000 

MrJmI-m -, bsmEL2OOOL 
l3-DEc-2m 

16-Mm-2oOcl 

DEVICR~GEL 
SE DECISI(TJ WE: 01-&W-2000 
510(k) iTmtmNC 

DEvIcx2 - 
SEiDEXXSICNMADE:O1~-2ooO 
510(k) SmrEWW 



EuEwmERmREssLI~mcDEw~ m (SE) 510(K) SUMARES CR 510(K) m 1w2a 
FmFIN?aDEcIs1cNsREmEFm lxxux~pERIcD01~2ooo TFIZZH31-DEc-2#3 Page 70 

EmmNENMEDI~,INc. 
ATIN: PKULIP rJwIN 
l29oI-JzwmDRD. 
ST. PAUL, MN 55110 

510(k) NZ KDO2077 
FI-KNEFXI: 651-429-7413 

JimNNmMED1m,INc. 
ATlN: - m 
l29o~RD. 
ST. PAUL, MN 55110 

510(k) ND: KM)2078 
EKNEND: 651-429-7413 

FMNIWXDMEDICAL~ CIXP.510(k) ITx KOZ2499 
cnacH-~m3-LITER-~- 
ATm:Gr.m MI= PFIXEFD: 310-530-5955 
33OOl?lJJrA- 
-, CA 90505 

BRIlxERBIcMED,INc. 510(k) ND: KY994032 
ATI!N:BFtKEGRUEF'ER PHXlEN3: 406-586-7666 
243OIUX'H7THAVE.,suITE4 
-, MT 59715 

EmDGERBIcMEO,lx. 510(k) m: Koo2351 
A'ITN:PRLJU3GRtEFER PI-KNEFD: 4Ows86-7666 
2430IWXIH7THAVE.,SUI!lE4 
-, MI! 59715 

BRMTaRP., INC. 
ATlN:J.JAWS m 
16 CREW DR. 
aX.ZS NECK, NJ 07722 

510(k) m: K991038 
FHXEFD: 732-817-1122 

- -m, INC. 
ClEL 20-115 

510(k) Wz K9939W 

A!lTW:.X?IN D'm FKNEND: 650-428-1600 
14coN - BLVD. 
EuG.A,SuITE8 
-VIEW, CR94043 

B LlI'KtG AIDS, IMZlO(k) MZx KOO2205 
ATm:RIcmRD lcELLER PIXNEIW: 800-882-8183 
1780 ExM;vI?vE DR. 
-,wI53066 

BRYANoc%Ip. 
A!rlN:msm 
FUR - SC. 
-, MAO1801 

510(k) m: KOO2063 
PHZNENJ: 781-935XXXN 

DEVICE:~CZW+M 
SE DECISICN ME: 02a-2000 
510(k) CxWmm?r 

DJZVIC%BBlAGLsUCMGEL,(~GEL) 
SE DECISICN MADE: 02-SCC-2CCXl 
510(k) smmmtt' 

DEVIC%~IQ%RKDIGTC!l!ALSP~(~D~~ 

sEDECISIcNM&iDE: 08-NT&.2000 
510(k) SWUAFU AVAIUBLE FFXX FDA 

DEVIC&~!lEXC!?@DI~PXXH 
SEDECtSIU'?MADE: 07-JUIr2ooO 
510(k) SUM%RY AVAIIAEW FFCM FDA 

DEVICYZ:FUXYIEXIISUFCICZ&MESH 
SEiDECISIcNFADE: 26-AU+2000 
510(k) SUMARY AVAIUBUZ FXt-l FflA 

DEvIclewsmPRFsSDvris!mcEM,~ErsvpKx),vP5Ol 
SEiDEXXSI~&!AOE: 22-JUN-2CXX 
510(k) SUM%RY AVAILAWE FFCN FDA 

DEvIc73: -cN I!LEaKm, lmEL2000; RADIoEqpNcYGENERwm,M 

SEDECISIcNb!ADE: 28-&7N-2ooO 

510(k) S&MARY AWILABLE FFUX FDA 

DEVICE:CNXWf 
sEDEcIs1avMmE:10-Auz-2Oco 
510(k) SUMWRY AVAIMBLE EXN FDA 

DEVICE: BIOTRWE, MmEL1730 
SEDECISICNMADE: lO-AX-2COO 
510(k) SWWARY AVAILAEU m FDA 
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EmFF7m3F!llzERo3., Ix!. 
A!lTNzKWHLEENHSET.M@X 
595 - DRIVE 
EUFFALO, NY 14228 

EKlMEDoo ImL., m. 
A!rcN:DARFum CaANvlLzE 
725 'TIMBER IANE 
SXtXWDW,b!H55126 

21100 IA?ssEN ST. 
-, CA 9131.1 

BYRxMmI~ 
zxMr?:REx=INAsHARRIs 
602WRSr. 
TlIfxxN, AZ 85705 

C.R. EWD, IN!. 
ATIN:l-mlum axuxw 
l29azlKmDm., BIDS. 
BlLTXRICFi,MAO1821 

C.R. BARD, INC. 
Alm?:c?mx I7lEmac 
I.3183 IGRCANO DR. 
astlxlm,GA30014 

C.R. BARO, INC. 
ATlNzAbmxALmNN 
8195 INOUSTRIAL BLVD. 
aJvmxa,GA30209 

P3 

510(k) m: KOOO904 
RKNEhlD: 8CO-343-2324 

510(k) PJD: K984083 
PiXNElpJs: 651-787-0625 

510(k) m: KOOO639 
Fl-KINEm: 81&-701-8700 

510(k) m: KOO1803 
PfKNEiN3: 520-573-0857 

510(k) E33: K990504 
Fl-KNEN3: 978-262-4867 

510(k) m: K993392 
HcNEN3: 770-385-2347 

510(k) m: x993840 
PI-KMND: 770-784-6774 

510(k) N-X K993892 C.R. BARD, INC. 
m SXNEBALu3oN,MsDEL007124-25,007144-45 
ATIN:IaFu~ c3xixN PI-KNENJ: 978-2624867 
i29armxl?DRD.,BLa3.3 
BILLERIa, MA 01821-7031 

C.R. BARD, INC. 
ATIN: E3C-l A ZIS 
l29axaa?DW.,~.3 
BIILERICA, Ni 01821-7031 

510(k) m: K994290 
PFKNEID: 978-262-4856 

DEXtCX: PEXMXUTlO 
SEDEcIs1mMADE:O8-JuN-2m 
510(k) SW%RX ASMIABU FFW FlX 

510(k) SUMNtY Am m FDA 

DEvIa!:vIs1aw7Y2000 
SEDXISICNMADE: 25-MM-2ooO 
510(k) sm!m@m 

DEVIC33:-~- 
sEDM=ISIC&JMADE: 04-AU&2000 
510(k) SMJARY AVAXABLE FXM l!DA 

DEVICZk--~ 
SBDECISICNMADE:16-MAF-2000 
510(k) StM4ARY AYAIL?GW FFXM FDA 

DEvIcE:BARD- FTlEXXBILIARYSTENT 
SEDECISICNMADE:O6-JAN-2ooO 
510(k) SUMWRY Am FEam FM 

DEVICE:BAFFDFOEWCE B?JTXXNDILATtCNm 
sEDEXISIcNX?iDE: 31-JAN-2000 
510(k) SU@fARY Am T?FXX FDA 

DEVICX:DUFWLIDEsIuNEREXX4L BALUXF,MJDEL000635-38,~7,D 

SEDEX!ISIcNM?iDE:O6-JAN-2CCXl 
510(k) SUMARY AWGUJBLE = FDA 

DEvIcE:E?AFa~PIcScmnmGSY~ 
SEDEXXSICNMADE: 2O-MAR-2000 
510(k) SVM@RY AVAIUGLE m FDA 
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C.R. BARD, INC. 
HMIDLINEcXrHmER,~3134135 

510(k) N3: KDO1901 

ATIN: MI- RIlIvKma PI-KNE~: 801-595-0700 
~~~~KEST~EAI~AF~TDR. 
SALTLAKECITY, UT84116 

C.R. BARD, INC. 
ATLwMARIa? GCRKN 
l29cnKxRDm.,Bux;.3 
BIIJZQICA, MA 01821-7031 

510(k) NJ: wO2094 
FKNEZN3: 978-262-4867 

CR. BARD, INC. 
XlTIN:RLFIHC!~ 
100 - - 
c7Arsma, RI 02920 

510(k) In KC02684 
pf-KP3Em: 401-463-7ccu 

C.R. BARD, IN?-. 510(k) N: KDO2868 
cmYcxImlm;BARDLuBRIsILI.c.3-w1y~~ 
ATmtAwEmLJmNN xTxNEi NJ : 770-784-6774 
8195 INoU- rii~m. 
cJimacN,GAml4 

cAcxJARD,L?D. 510(k) Xm: K992182 
m: FRANKMLEwIS l?fxia’m : 901-682-0417 
6258SHADYGFWEIUiDE. 
l.lmEwls, TN 38120 

cnLHoE4xIIc. 510(k) m: -4144 
ATINzmALIWLE PFKram: 912-953-5771 
105 lsErmm TRAIL 
v?mNER~,GA31088 

(xTaamAmIcp;L~, I510(k) m: -3818 
ELINE 
ATIN:MEZ-MET BICWCI EFKNE r?3 : 949-553-9414 
2681KEWINAVFNE 
IRVINE, CA 92614 

GUFWNIA MEDIC% m, 1510(k) m: KC008ZO 
ATIN:MEr3mr BIm J?HXEN3: 949-553-9414 
2681KELVINAvENuE 
IRVUE, CI 92614 

mm, INC. 
m:Ja-lN caEEmsm 

510(k) EJD: ml034 
FWWE~: 954-680-2548 

20310 SW 48'IH ST. 
FT. IALDERDALE, FL 33332 

DWIC%I0LYl=ER+C!AmPIcC W,mEL 3236100 AND KU! PER-Q-C%I 

SEDEXILSICNMADE: 19-SEP-2ooO 
510(k) SUMhRY AVAILAEU FIlrm FDA 

DEVKE:BARD-~- m,-MULTIPLE 
SEDECISICNWiDE: 06-CxZT-2ooO 
510(k) SMGiRY AVAZAEUZ FlxP+l FDA 

DEVICE:amPaSIXE/XMESH 
sEDl?xzlsIm~: u-cm-2000 
510(k) SMGW AWiUGZLE FFQ4 FDA 

DEVICZ:B?@DALLsIUCINE3-WYFOLE!fC?fmmER; BAROLUIGUSIL3-WbYF 

sEDExxsIcNMADE:os-DM;2ooo 
510(k) SUMMY AVAIMBU FElcM FDA 

DEvIa:caGuARD,Lm.PSP(pT%ITsm~) 
sEDEXZCSIcNMADE:18-JUL-2ooO 
510(k) SATEHmr 

DEvI~:~wAsH 
SEDExxSIavMADE: 02-M?%2Om 
510(k) s?i4TEMENT 

DEVICE:ANWRADE&TFamDEz'l%@uSIm IDAFTERwrIHcjR~- 

SEDEcISIa?MNx:aum3-2000 
510(k) SVMMRY AVAIIABU FXN FDA 

DEVI~E:CM~WLWICNTWRNI~JE'~T,~~E!E~W~T~BE 
SE DFCISICN MADE: 07-SEP-2CCxY 
510(k) SWMARY AVAILMLE ?%m FDA 

DFiVKE:ExllDELAPSAL- FT33xssm SYsrEM 
SEDECISIQJM7?DE:C%JUN-2OOO 
510(k) Su@!?GY AVAIWBU FFcU FDA 
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cz4musEHEAKr, INC. 
ATm:m cx?ammM 
20310 SW 48IH ST. 
FT. -, JCL 33332 

czamL?ioccIp. 
A!rm:JcAN (ITamRD 
53OBxrLmmRD. 
LGiYIMO, MA 01778 

c7Nm.A axe. 
ATnJ:JAY CapLAN 
530--RD. 
LGWANO, &!A 01778 

c4Nom am. 
A!rIlu:xYiNM- 
53OEuxxNHxsTRD. 
-, MA 01778 

CAMlELA axP. 
zalN:rnMrn 
53OI3zsKNpasTm. 
VMLWD, MA 01778 

-ccRp. 
ATclrkjaAN c2rJmml 
53OKmcNFcsrm. 
-, MA 01778 

CXKN U.S.A. INC. 
A!tm:KEN sHAD(3FF 
CNECAKNFTAZA 
IAKE sKxxss, NY lJ.O42-1198 

m:- DATSIX 
623CU!ClXRDRIvE 
GRAND.JUKTICN, 081503 

cTaADmE,L?D. 
AlTNzF'AULEDRYDEN 
6329 w. m cr. 
v,m46055 

510(k) No: Koo2230 
PHCNEEJD: 95448cL2548 

510(k) NJ: K993671 
pK;NEM3: 508-358-7637 

510(k) 1x): K394260 
PHXEKD: 5Oa358-7400 

510(k) m: KC01093 
l?lXNfSW: 508-358-7637 

510(k) ND: KOO1589 
PI-KNEhlD: 508-358-7637 

510(k) m: KC02421 
PHmEm:50%358-7637 

510(k) Ex): K992606 
PElWN3: 5X-328-5602 

510(k) N3: I694320 

PfXNEN3: 970-243-5490 

510(k) ND: -2101 
Ff-KEEND: 317-335-3780 

DEVICX:CXBUEGEWMI~V~ !SENCR, MXEL 20327-002 
SEDJXISICNb!?aDE:18-AW-2000 
510(k) SUt4W@Y AUUTJCUZ FXM T+DA 

DEVIUZ:cANDELA~L(rx=RxLsEDYELAsER 
SEiIlECISICN Mi3DE: 24-JAN-2000 
510(k) XMMATU AVAIL?mE FXt4 FDA 

DFwICE:ci!?wO~~GL~I~LASER 
SEDBZtSICNMADE: 26-M?Z-2000 
510(k) SLP44WY AVAILXXE ERX FDA 

DEvIcE:czlND~splzlB~DYELpsER 
sEDExxs1mmDFz:19-sEp-2ooo 
510(k) SWMARY Am FXN FDA 

510(k) SUN?BY Am FFCM FDA 

DEVICF.:CANDELAMlDlRDICDELASERSYSrPf 
sEDlXISICNM?iOE:O3-hKW-2000 
510(k) SWMAKY AWCIJBLE FRX FlX 

DEVIC23:~TASERBLccD~~ 
SEDECCSICNMXIE: 21-JUN-2000 

((ILIBF) - 100 

510(k) SUMW AVAIL?GU FRX FDA 

DEVICZ:CHRXBXNV2.0 HremsaxIcSY~&~VIsIcN~s 

SEDZISICNMADE: 2O-CC!-2OCQ 
510(k) CZMGRY AMIL?BLE FRX FDA 

DEvIa3:c.xumEu~40oRm40 
SEDECISIcNXADE:O6-JAN-2000 
510(k) SUN?CtY AVAILABW Fta4 FDA 
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-YNE, LTD. 
A!lTN:PAUL DRYDEN 
6329 W. Nmmniw cr. 
Mxrxmnm,IN46055 

510(k) rJ0: m59 
Pf-KlWW: 317-335-3780 

~GUARDscIENI?FICD, 
w- 

LT5lO(k) N'X XX0225 

ATJN:L - PIXNEKI: 972 894 846m 
2PEKERISsr.,SclmcEPARK 
P.O.B. 527 
-, 

iiFzPE& v 
mc szmvxmL, LTSlO(k) m: x903220 

Pi-KNETpJ3: 972 8 9484600 
2PExEFusm 
-I 

c!AF0Em(xwp. 
ATm:JAta EGGS 
10161 BuBB RXD 
CuPEKMm, CA95014 

510(k) ND: KOOl371 
FiCNElm: -517-2522 

c,4atx ASSIST -IES, INC. 510(k) N3: K991783 
ATIN: RICHARDGCDFFX EXNEIEXS: 412-963-7770 
24OALFHADR. 
PIlXZUGH, PAl.5238 

cmumYzP~so3Rp. 510(k) EJS: K9929l.2 
HTRXKIN&CYiRDIXPXFM?fiSFtADII aili&lmmRADII~ 
AlrlN:DEBRAsm HENEND: 403-737-0505 
995 EIDECIA AVE. 
-, CA94086 

CaRDIFyJ -, INC. 
ATINzSIlANETZIM?N 
16931 MlLuxAN AVE. 
IRVINE, c7i 92606 

510(k) IQ: K993533 
FT-KNEN3: 949-587-0357 

CaRDvy: -mm 510(k) No: KC00609 
ATXN:J.HARVJZY KNAUSS PKNEN3: 713-723-8169 
11874 SXl.H EVELYN C!llXXE 
Ex.msla, TX 77071-3404 

CARDICfXNAMICS ItKEFWmm aFG'.5lO(k) m: KOOlO81 
StxwmFl~~KITMJ3ELBz-8lO 
ATm:BRIANPAuK PI-KNElN.3: 858-535-0202 
6175NAtCYRlXGEDFt., #300 
sANDIECQCa92l21 

DEVICE:CZCtZ%ICN60cWpM60 
SEDECISICNMADE: 22-JUN-2CCXl 
510(k) SUMAFtY AD FRX FDA 

DEVIC%caRDGUARD EmSaaL~IoQ(AM~,mEL~2 

SEDECISICNMADE: ll-FEB-2ooO 

510(k) m 

DlWICE:-Ea=-, xDELaz-6550 
sEDEXXSICNb!?iDE:O8-NV-2OCXl 
510(k) w 

DEVIcE:C4FDECNMUZNOlXENUXNCTwiUlA(ABc) 
SEDEXXSICIVMADE: 07-JUL-2ooO 
510(k) SUMUARY AVAILMXE = FYX 

DEVIC3Z:A&l8OXCSYSI&bCDELAE18OXC 
SEDxISIcNmm: Ol-MN-2Ocn 
510(k) SUMARY AVAX?GIE F'X24 FDA 

DEVICE:CXUXX PZXIHKWS~-AND-WwI? 

SED.mISIcNMADE:~-2m 
510(k) SUN+RY AVAILABU FRX JTIA 

DEVICE:mAEcD 
SEDEcISIcNM?aE:2bJAs2Om 
510(k) SUMiFtY AD m FDA 

DEFiTRZE: CNUIEL,MJlELNT-100 
SEDECISICNMADE: 23-MY-2000 
510(k) SlppQIw AVAXABLE FX24 FDA 

mm: BIoz.Fc! -c MZNM-CRmEL BZ-5OO/BZ-501; BIOZ.FCUSER 

SEDExzISIcN~:~2m 
510(k) SC&MARY AVAXAEXE FRX FDA 
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~ICYXNMTICS -a CXXP.5lO(k) EID: IUXUOO 
crcxB?x-~~ 
AlIm:BIxtAN PARK PIXNEfJs: 858-53W202 
6175 NANCY RIIXX DR., #300 
SAND~,CA92121 

cAm1mm. 
mwlLL.lMA= 
987 UNIVERSITY AVENUE 
SorIE 14 
KS G7aos, CA 95032 

510(k) m: K993834 
FTXNEN: 408-399-9347 

cARDIcNIcs,rNc. 
m:JEFF MxaN 
13723 m IXG EAST 
RJYALUP, wig8373 

510(k) m: KCXJ2197 
PKNEIKI: 253-535-9369 

cmDIamJ,INc. 
A!ClN:WMGARZA 
535 - BLVD. 
surI!E 118 
-, a-i 92024 

510(k) I0 KO02597 
ET-KNfZm: 760-633-9797 

C7+FDIWdXCUURDIZGK&TICS,INC. 510(k) I0 16393519 
mTEsr,RAPIommcQAG~REspcELsETEsr 
ATm:PEI!m SUYIT F-FKNEm: 919-874-6103 
5301 DEZ'AKIURE DR. 
It?CECGH, NC 27616 

QMX(XAKUWRD~~,INC. 510(k) m K994159 
rsIm:m m FfKNEm: 800-247-4234 
53OlDEPARIUREDR. 
l?ATXKH, NC 27616 

~I~DIA(;hx36TIcS,INc. 510(k) Nz K994194 
A!rm:~ soirrr EKNEIW: E!oo-849-7070 
5301 DEPARIURE DR. 
RALEICX, N-2 27616 

aRFsIDE-, INC. 510(k) ND: KM)1462 
ATINzKENNElHBASARCH FKNEEID: 310-338-6767 
6100 BRISIULPAF?IWAY 
aJLvERc!rIY, cn90230 

criREsIoE -, INC. 510(k) I0 KO02792 
ATlNzKENNEZMBASAFKH PKNENO: 310-33&6767 
6100 BRISIULPARKWY 
aJLvERcrIY,cA90230 

DEVIcE:BIOZ.ocMHEMXIYN?MICKNI!KZt WITHBIOZTECTSEtKRANDBIOZTE 

SEDECLSICNMADE: 05-&W-2ooO 
510(k) ,SUMWWY AVMLABLE FKM FDA 

D~~:~IcALLI~C,Mx3ELs,18oL,AND18oC 
SEiDECISIcNW!DE: 04-FEEi- 

510(k) SUMHRY Am FflcM FIlA 

DEVICE:CAKIWtX 
SEDECISICNMDE: 27-DEC-2000 
510(k) ZX.MWRY AKUL7+EU FX.M FDA 

DEvIa3: crJAclpIsITI~sTATIm 
SEDECISICNMADE:17-NF.'-2OOO 

510(k) SUWARY AVAYWiBW lTKM FDA 

DEvIa: RAPIDmIt?r Aasm!, IaxLI 2oc0, RAPIDKm?r al7k-s HEPAFuN - 

SEDK!ISICNM?iDE:14-JAN-2000 
510(k) X&MARY AVAILABW FflcM m 

DEVIC33:BP- (TAS) RAPIDPoIm 
SEiDEK!IS1cNMADEi:15-FEB-2m 
510(k) SUMARY AWULABLE FlXM FDA 

DEVICE: (T?s) Ia7FaKEl HEPARIN~~~lDmm 
SEDECISICNMADE: 28-M?&2OCKl 
510(k) SUMMAFX AVAILXKE FFXX FlX 

DEVICE:CWENDEHFMXXWN 
SEDECISICNMiDE: 21-AK-2000 
510(k) SUMWRY AVAIIABU FKt.4 FDA 

DEXKX: CARESIDE~ 
SEDECISICNMXJE: 08-KW-2000 
510(k) SUMMARY AVAIUBLE Ffam FDA 
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CmL ZEISS, INC. 
ATIN:SCXYITA- 
CNE !ZEISS DR. 
-, NY 10594 

a4mlELE3AmnAB. 
lNmSIcNADApIw 
ATIN:KlEsbTJ ANDREASSCN 
B2X 5352 
-, 

(zaam?iMEDI~,INc. 
rnrnL?vRNER 
157 - DR. 
KIN& NC 27021 

(InRIm-, lx!. 
A!rIN:-c- 
P.O. Kx 1001, H&F AmEi FcnD 
cz?ANmm,w08512 

--, INC. 
Alm:-c- 
H?LFzxxERD. 
P.O. x.x 1001 
czvmmRY,wc%5l2 

c.xMEmaxL!sY~,INc. 
0 
ATm:FKN JEFFREY 
44FssrIMxTsrtiIALRD. 
EFaNmQcrO6405 

510(k) No: K993357 
Pf3XE~: 914-681-7880 

510(k) In KDo1368 

PH.X?ZKl: 46317030400 

510(k) Ex): K993978 
FFDEFD: 336-983-5132 

510(k) m: Kooo748 
F%KNEN3:609-655-6308 

510(k) ND: KCNX2l2 
PKNENO: 609-655-6X8 

510(k) N3: KM30512 

PI-KNEPF-3: 203488-m% 

sDIA(;EJ=6TICS axGmATImlO(k) I0 KOO2174 
ATIN:KAREN HICKEY Ff-KNlZND: 207-87s7550 
5ml?ImERsllIE -PKWY. 
EcmumD,MF104103 

aSEMEDIaiL,INc. 510(kj N.X K991023 
INERSYSTEMm~2-~~DISPOGABL 
ATIN:LARRYRPIL0T FHXSfJ3: 202496-7561 
1900 K STRE!ZT, N-W. 
Fa?smam,Dc2006-1108 

510(k) Ex3: K99l271 
FtXNENo: 017 373 79898 

DJZVI(=E:I~ 
SEDECISICNMADE: 20-M%2ooO 
510(k) SUbMARY AVAIL?QU l!Xtd FDA 

DEvIm: - 21, pmzx!Im 50, PFomcIm 14, IIuDzImLuERm, 

SF#DE%xSIa?~:12~-2m 
510(k) SU%!ARY AVMUBLE FFUX FlX 

DEvIa: FR3 UL- SYSTEM 
SEDECISIcNFADE:1O-FEb2ooO 
510(k) ,YMmEXC 

DEvIcE:TmJANw-mm- DESENSITIZER~~ 
SE DECISICN M7iDE: 06-APR-2000 
510(k) StMmRY AVAIIAEU FXH FDA 

DEvI~:~ExTRA~IA!l!Ex- 
SEDECISICNXADE: m-2000 

510(k) X@%ARY AVAIIAEU FXM FM 

ma:-, l,Elms af1050, cM1040, u41030, c241020, CT4101 

SEDECISICNMhDE:2GSE%2COO 
510(k) SUMARY Am FJXX FDA 

DEvIcz3:-ASSAYED c7+EsfIm crzmFaL, LEVEM1,2AND3 
sEDlx!ISIcN~:22-ALIG2m 
510(k) SIXIEMm 

DEVICX: STEWTIE--RIGID- SwILIzATIa OCWIZA 

SEDECISICNM?iDEt: 27-JXG2OCG 
510(k) SUMAFCY AVAILABLE: FFXM FDA 

DEVIcE:CXXY!TEASPlBATICX?NfZDLE 
SEDEXZSICNMADE: O8-t4AR-2000 
510(k) smiTB%m 
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- S.P.A. 510(k) ND: KOO0834 DEvIcE:casTELzNIAlR-m~-:?HREEsrERIL,MuLTI 
STERXL lll.mBINs: -, -Gx-rr MI-: lrbammD 
ATIN:G- IXWQUNI ?3KNEtD: 051 700 877 SEDFCISIcNFADE:14--DIX!-2000 

510(k) .Smmm?T 

C3iSEUN S.P.A. 
ATIN:G- IMZ%UNl 
vrAts4ALI~22 
c2isrEL &!xGIcwE, EKlaxNA, 

- -w, INC. 
ATlN:lxxxRLFu~ 
3598 WEST 1820 SOCJM 
SATsTLAKECITY,UT84104-4859 

cramasH SaYIT INC. 
ATm:PAuL !mESE 
PFtXXTSDMSICN 
7301 San.H PEmIA 
E??aEmm,cn8Olll 

C7WEX - B.V. 
A!iTN:RIm - 
Fo EDu( 852 
- o=JJQv# 

CES INI!L. B-V. 
IIXEANOEKJRS) 
ATIN:PA!CRICIAEJANSEN 
GlwTEz.iuam!3-5 
-, 

CISYCN, IN2. 
ATIN-FCRY - 
2275 E. WSI-KIFG RD 
SUITE 101 
PAmALm,ca94303 

cFcDARAsoFlwIRE~ai 
YCDVIEWER 
ATIN:- - 
65439AIRRXTFtD. 
MISSIsspIu;A,~O, 

510(k) 153: IUXIO837 DEVIG?.:HplADEWI7ZCTXiRANDUNI!C 
Fl3XErJD: 051 700 877 SEDEXXSICNMRDE: ll-JUL-20#0 

510(k) m 

510(k) m: Koo3642 DEiVIGiT:m-PLUS 
EKMEIW3: 801-9548444 SEiDECISICNM7ZIE: 20-DEC-2000 

510(k) ,tXXmma 

510(k) ND: x001296 DEVICE: SPINhLCtT?DANO -zATIa TRPLTICN SYsrEM 
FKNEN.3: 303-792-7427 SEDEXXSICNMADE:17-JOL-2000 

510(k) SWF?GY AVAILAWZ FRX EI;IA 

510(k) m KOCO686 DEvIc3:KIcM-AEINATEAND~INATEpIIJs 
PiX.NIbD: Oll312 35307763 sEDECISICNH?UX: 25-%X-2000 

510(k) ND: IO2693 

Pf3ZNE~: 31365 302005 

510(k) m -171 
PKNEIW: 650-842-1800 

510(k) m -590 

PKNEFKI: 905 672 2100 

CZXCERG~DISEaSECXlTIRX & PRESlO(k) In x993633 
ATIN:vI- POPE FKNEFD: 404-639-3224 
1600 CLIFXN RD., N.E. 
?fluw!A, GA 30333 

510(k) m 

DEvIc3:awEiRlImsY~(~~oF(Bw-, m MImmP 

SEDXZSICNMADE: 09-IUJ-2000 
510(k) SWHAFtY Am ERX FDA 

DEvIcE:c3YafSuRxaiTaoYPEmmx sYsI!Ez.4 WY 
SEDFCISIcNhWDE: l&MAR-2000 

510(k) SUMMARY AVAIIABW FRXi FDA 

DEvIcm(2mAFacARDIcBM;y~, cmDIomsYAFmIvEvIEFw, CWUXQLCG 

SE DECISICN WE: 31-mr-2000 
510(k) SWMARY AWILABLE ??RX FDA 

DEVICX:SYNIWTICVDFtLAWI'IGEN 
SEDEx=IsICNMADE:23-FEB-2ooO 
510(k) m 
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cmz?mmxINc. 
ATIN:sanT a3-m 
770 FUYFR x&w 
EiHELm, cr 064844458 

--ON 
m:m WRD 
3234EUAL?iN~i 
NEwKm.FucmY,FL34655 

a!zaMIx-a 
m:Aus WlsRD 
3234EXLAlANE 
NmKmFx.mY,FL34655 

-, m. 
A!lTNzCNC&JXRJ?LLO 
515 SEPUW RXD 
EWI! -, MA 01028 

m, INC. 
AITWC?B%JMXETU 
515 SHAKER RBD 
ERST -, M?i 01028 

-, lm. 
A??NzCAKLJbSXELUI 
515 SHAKm Rx!D 
E?ST -, MA 01028 

-, m. 

ATIRCAXLJMXE!LO 
515 ti%AKERm 
EAST -, M?i 01028 

c.%zmRa%ie. 
A!lTN: - LmEE 
28cnlxrxaamP~ 
IQltcAs CITY, M3 64117 

CHAD Da, INC. 
MTNzCSC4RJS?CJCHEZ 
21622 PuplMER ST. 
cFrmxmx,cA9ull 

510(k) ND: KOOlO50 
HI;NEt?J: 203-929-5582 

510(k) m KOO0981 
PKNE IV3 : 813-645-2855 

510(k) ND: KOCO983 
FT-KNEXW: 813-645-2855 

510(k) T=a: K993828 
FBXWIW: 413-525-06W 

510(k) m: K993911 
Ff3XEr53:4l3-525--06oo 

510(k) fJD: Moo1975 
PiXNEiIU3: 413-525-0600 

510(k) m: KO02296 

FFKNEKI: 413-52!XHXI 

510(k) ND: KOOO770 
pH=NE NJ : 816-201-X+68 

510(k) Xc KCW890 
~E:818-882-0883 

SEDJXXSICNMADE: 21JuG2ooO 
510(k) smt!mNc 

DEVICE: cXRT+MXEZ CYST, CERAMIXEZCWl'SCWEFt, ~EzcasTFLux 
SEiDECISICWMADE:l3-JON-2000 
510(k) SCJMQW AVAILABU FXM FDA 

DEVIU?i:a?XWfIX~SYCXEZ4 
SEDECISICNMhDE:26-AW-2000 
510(k) SLMM4tY AVAX?BLE FElrm FM 

DEVICE: CEFWVIS DlO 8X.&f DICDE IXiEFt 
SE DIBZISIm MADE: Ol--2000 
510(k) SW5ARY AVAILMW FFUX l?DA 

DEVICE: (XFU&W D DICDE LXiER SYSTEM, KDEL D15, D25,D50 
SEDECISICNFADE: Ol-FEEi-2ooO 
510(k) SLWRW AVAIIAEW FRX EDA 

DEVICE: CXRALASDlO ~~ON~~L~~ER,MXEL~~ATASD~O-~~ 
SEDECISICN~E: 04-AUL2ooO 
510(k) SD&WARY AVAIUELE FFCZ4 FDA 

DEVICE:cEliAzAsG15 532NM FT(El;;cuENcy~~:~LAsER,MllELGl-G15 

sEDExxSI~MADE:o2-ocT-2m 
510(k) SLBWiRY AVAIL?mU l?FCN FDA 

DEVICE:PRNIBVMEDICZXLlNXXDISPU!f?ttBULE 
SEDEXXSICNMADE:16-WaY-2m 
510(k) tTBn2@m 

DEvIa: CHAD Da (xc!mmIcmEL401 
SEDECISIcNFADE:16-JON-2OCN 
510(k) SUNARY AVAILXU FXM FDA 
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a4D -lmRmmncs, INC. 
zazIN:KEvIN - 
21622 PUJMMER ST. 
cz!xsam,ca9ull. 

510(k) m KCXB455 
PI-KSEN3: 8X-882-0883 

CHAFUESA. SXL'IH 510(k) m: KDoo859 
ATIW(XWLESA~ FmiE'Iw.3 : 502-969-9652 
8l.l - DR. 
ILXTISVILLE, KY 40207 

cHARwm1cAL, LTD. 
ATIN:K.ALICE PFUWXB 
1805 -AVE. 
LriKmDm, NJ 08701 

510(k) Ex3: KC100685 
FKNEFD: 732-775-0363 

cHASEMEDI~,INc. 510(k) NJ: KCXX662 
ATIN:DAvE HEFan FmiE. Ia : 972-7834644 
1710 FIXWAN DRIVE 
f.zurrEloo 
RI~,Tx75081 

cIl-lEx* SY- 
A!rm:m WHATLEN 
lllTEa.Psw 
P.O. Exx 289 
wlEumlm, cl? 06279 

510(k) pJ3: K993951 
ETXNEEX): 860429-9221 

-wr;, INC. 510(k) IW: KCXX.593 
sAz;INE-GEL 
ATIN:I-nLLY - PI-KNENJ: 5x3-458-3840 
1900SX!M~RD..SUMlEA 
(SINCINNATI, CH 45237 

-IABs, INC. 510(k) m KOO1705 
~~,m~oo4oo8,48-4oa)m,~ 
ATIN:I-Knx - PIXNEBD: 513-458-3840 
19OOSBZl"ICNRD.,SUITEtA 
CINCINNATI, Cfi 45237 

(Ix-DNA--- 0.,510(k) m: KM31858 
AlIlN:m ZHAIG HXNEN3: 63&24O-1570 
1532 B Fa4l 
-, IL 60103 

czI!zAvIs1cNa3ze. 
m: L3IEvEN lx%axEY 
11460 LJaibIs cmm PKWY. 
Duwm,GA30097 

510(k) m: K993949 
PKNEN3: 770-41s3897 

DEvIa: l4IDmcATI~ To a-m DC5 cxmm!rIC~401 
SEDEcIs1cNmm:O6-DEc-2coO 
510(k) SUB-MY Am FXM FDA 

DEVICF,:OFF'ICEEMEO~IA?dMXINE, MmELoBA-1 
S!ZDECISIcNMADE: 23-AU.%2ooO 
510(k) SWM?iRY AMILABLE FXM FIB 

DEVICE:CX?QTERMEDI~~WsET 
sEDECISICNM?!DE:15-AX&2CXXl 
510(k) SU4GRY Am F'F04 FDA 

DEVICE:CHASECYGDI0ZXULARPAnX 
SEDECISICNMADE: 02-Al.K.h2000 

510(k) SUWARY AVAX?BLE lXX4 m 

DEVICE:~ ENmsoaPIC FARKER 
SEDExxSIcNMADE:18-FEB-2ooo 

510(k) tTmm@NC 

sEDECISICNM?0E:14-JUN-2ooO 
510(k) zXwEWm 

DEVICE:Sl!XI'SI~ELECmmE~~, GFW-GM-FlELDELEXX%DEcC 

SEDECISICNMADE: 29-JUN-2OCCI 
510(k) zTmmm?r 

SEDECISICNM7iDE:17-ALG2OOb 
510(k) .!mmHmr 

D?TGICE:sc&ocAREEF@NDHARDZC&UrI~ 
SEDEXXSICNMADE:O5-JAN-2000 
510(k) StBMARY AVAIUBW FMB4 FDA 



cIEAVIs1cNacRp. 510(k) m: KC006Q7 
ATlN:- mLEY R3.3IEEx3: 770-41~3897 
11460JaNScREaPAFmaY 
DULUIH, GA 30097-1556 

cIBAVISIcNocwp. 510(k) m: x003071 
ILYWEAR 
zxrIN:- WILDER FKNEKI: 678-415-3809 
11460JcHNS(zREEKPKwY. 
DLuJmH,GA3co97 

--, Ire. 510(k) Ex): KDO1822 
ATIN:!tFmDA l7JFARI FiXNEm: 516-624-2424 
21smsr. 
OYSER BAY, NY 11771 

cI!Mmm~.,Lm. 510(k) m: KOOl244 
D 
Xt'IRJC6EPHDECXNDXN FKNE~: 202-672-5354 
3ooo K SlREZC N.W. 
soITE500 
w?simm&Dc20007 

czlxo~Icp;L INSmMXE CO., =10(k) pJ3: KO02546 
RI'IN:J.WILLIAM JCMES FXNEhx): 319-656-4447 
102 Flwl! ST. sxm!H 
KALCNA, IA 52247 

cTARIm, Itc. 510(k) m: K993806 
ATIN:EDti Hlxxx FsxiE’m : 7-9294996 
5922 - OXJRJZ 
c2imsEm, a 92008 

-mv, INC5lO(k) N3: KOCO388 
&SPO2s;EIw) 
A!lTNzSTUMT,KEMER Pi-KNElIKl: 727-726-7782 
4451-A S. PINE AVE. 
amA,FL34480 

cxmmrrrnIN1z.,L?D. 
ATIN: M.J. WIUDBZN 

510(k) ND: KOX368 
PKNEtN3: 440 I.27 9414969 

ED-w 
-, 

mMEDIaDE!VIm,INC. 510(k) ND: KOOlllO 
AlITN:~NXlHMIDT PI-KNEEX): 2x-791-6720 
llooOcEaARAVEi., SUI'IE 130 
c!ummND,M44106 

DEVIG3:-EiFWJOHARD~CN 
SEDEXXSICNMADE: 15-b!AY-2ooO 
510(k) SUMMARY AVAILMLE F'RX mA 

DEvIa3: GLITIER E!ms (m) s3FT (-C) az.lmcrmmDA 

SEDEiCISICNMADE:13-DXh2OOO 
510(k) SUMMU AX4lUBLE F'RX FDA 

DEXICE:?HEV-EGG 
S!ZDECLSICNM7+DE:O7JuG2OOO 
510(k) Smm-fmr 

DEVIQE: EiLam -=, hmmsc&631B, a-h63lD, C&632& a-632 

SFaDEXISIC.NMADE: 2~Ooo 

510(k) SLFPPIW AVAILABU FRX .EDA 

DEvIc3: cxv-FLEX H%sIIER axER, mEL i3srmm3, LATEX-m 
SE DECISICN XADE: 31-a~-2000 
510(k) tTU@ARY AXUL?UXE F'KM EDA 

DEYICZ:DIAU;UAWENWXXINFtEMX&DEVICE 
sEDEcIs1cNlax:14-ALG-20!30 
510(k) SCMfARY AVATUBIE = FDA 

DEVICE: mm- (DI,SXBBLE SPEC%UMspolLAFGEi 

SF,DE?ZISIcNMADE:O8-A%-2OCXl 
510(k) SUMGFtY Am FFCM ?BA 

DEvIa: EYEmP PIpGm SYm 
SEDECISICNMADEi:O4-&!AY-2000 
510(k) .sTXmmm 

DEvIcFl:aaslxaEGMrmLl5 
sEDEcIsIcpJ~:O5-Jurr2OOO 
510(k) SUMARY AVAX?BLE ?FRX FDA 
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CLINICAT.kPLASTIC~SA 510(k) m: IUXOl25 
ATlNzSATsVAtXREFP~ FHNSN3: 949-463-6146 
l54vIALAMEwA 
Fu4Klam Mi%Rxum, a 92688 

acrblfxncat !lEammxrn,L?D. 510(k) E30: KOOllll 
m: ILAN ziTHAxN l3ENFlm: 972 485 oco58 
~HI~~tENIp 
-, 

aTmLBmmm1m 510(k) ND: K994160 
A!tTN:MICHWLADANIEL EENEKI: 4X-407-0223 
559 FAST WEDDELL DR. 
-, CA94089 

cmEBrRD1m,INc. 510(k) m: I@94209 
ATIN:= - ElS3lEim: 303-467-6586 
14401WEST65THHAY 
ARVADA, a38ooo4 

amzc4FDI~,INc. 510(k) ND: -4389 
ATIN:LYNNE LEclmRD PHAEN3: 303-467-6586 
144OlWE%'65lHWYi 
ARv?ca, a38ooo4 

axEc7mDI~INc. 510(k) NZ KOC0255 . I 

&X LEtxARD PI-KXJEEX): 303-467-6586 
144OlWEST 65'lHW 
z+IwADA, (308cm4 

axEaFtDI~,INc. 510(k) m: KM2493 
N -CN) -/INFANT AKEXAL FILTER 
ATIN:- LlExxmY PHXEIKI: 303-467-6586 
144OlWCSl!65THKU 
ARVAM, 0380004-3599 

CmEcaFaI~,~. 510(k) m: KDO2591 
ATIN:LYNNE LJImAm FFKNEIND: 303-467-6586 
144OlWEYST65'IHWAY 
ARVADA, 038cKxM 

amNus(scIRp. 
ATlN:RICl-AX)AEMXER 
154l2VERDUN- 
INmE, a 92604 

510(k) ND: Koo1872 
FKNEFD: 949-551-6989 

DEVIC?3:JEl?FCRFPWS-SYSTE2.f 
sEDECISIcNMDE: X&API'&2000 
510(k) SUNGX AVAIUXE FXM EDA 

DEVICE:P~,XDELlooaA 
SEDECISICNMADE: 07-JU.L-2ooO 
510(k) SUMWX AVAIUBLE ERX FlX+ 

DExIc?z:al7usam~I~~ 
sEDExxs1mmDE:04--2000 
510(k) sB@ARY Am FRX FM 

DE3ncE:-vl42swIEsvEhxxIs-wITHLIQIIHxTsETIP 
SEiDECISICNMADE:1&JUN-2000 
510(k) SUW+RY AD FXH FDA 

SE DECISICN MADE: 27-&!AR-2ooO 
510(k) SUKMARY AVAIIAEW FRX FDA 

DEvI~:o3HEsMARxT-xP -MllIFlEDu 

SEDExzISI~~:25-m-2000 
510(k) SUNARY Am FRX FaA 

DEVICE: DIDMX) MICXI 40 PfLI.S.I.0 (P 

SEDmIsIcNMADE:3O-Mx-2Occl 
510(k) m AVAIMKCE FRX FI;yA 

FIBERMEMRANEC 

lNSEFCSUFU%CXI 

DEvIcE:axEs&l?imrwR4ooomTEREo--~~ 
SFaDEcISIa?MADE:13-SEP-2000 
510(k) SUMWY AVAIUBU FI3cM ZDA 

DEvIm: I.V. SET-LrJERIMxwImLATExFKEE INJE(II?cNsm,M3uELB411 
SEDECISICNMADE: 07-SEP-2OC0 
510(k) sCMBm?r 



~ADDRESS-FCRCRRH~ lQJX%WF (SE) 510(K) SUMWWXS CR 510(K) m 
~!TlNALDECLSICNSRFNERFD lxJRING~PERI~01-JAN-~~ 31-DE&2ooO 

X-JAN-2cL. 
-L== 

cxxHtw&W,INc. 
ATIN:JAMESMrn 
325 PAFGMXNT DRIW 
RAYNHAH, MA 02767-0350 

mplAN&rn,INc. 
ALt'lN:SMm 
325 PARzMXn DRIVE 
RA!iNHN, MA 02767-0350 

-6(-,INc. 
ATIN: LAmA O'GRADY 
325 PAMMYNF DR. 
RAYNHAM, MA 027674350 

OxExcDUYZJOTICSLrn. 
rn:RANoY w-Lx.sm 
7272 ClGlWiN AVENUE 
cARDENGFwE,cA92841 

axaNrDIxxJrIcsLm. 
lU’lN:-MKNIm 

510(k) n K992905 
PfXWIKl:- 

510(k) NJ: KO02798 
l+KNEm:- 

510(k) Nh Koo3564 
PHXEIKJ: 508-828-3164 

510(k) Xx K993085 
ZTXNFim: 714-933-3OcQ 

510(k) Ex): K993557 
PfxNEm: 71&933-XXK) 

510(k) Ex>: x994338 
FTxxE I?3 : 44 I.31 4457111 

510(k) Nz KC02215 
FCKNJZ ra : 441 314 457111 

510(k) ND: XXN54 
?i5xNEm: 714-933-3ooo 

510(k) TW: NXUO57 
FJI-Klwm: 714-933-x)(30 

DEVICl3:cSXM?dNCRANI~~ FTlxaxm SYm 
SEiDECISICNMF!DE: Ol-AW-2OCCl 
510(k) SWM?iRY AVAXAEGX Ffam LWi 

DEX%LCZ:UXPF!NCRANIcx5xJRB~ FTX?fITCNSY.SlTEMDRJLLBITS 
SEDECISICNMDE:O6-DEC-2000 
510(k) SIMGRY AVAIIAFU ?Z+% FDA 

DEVXC3?l:HhKIM~AND~ 
sEDECtSICNMADE:2O-DEC2GUO 
510(k) ST&WARY AVAIL?QU ITXM FDA 

DExtcx:A11~~1(xlIPIN~ELISA 
sEDECISIcNM?iDE: Ol-FEB-2OCO 
510(k) sAT3MNX 

DENIC.X:AUIWTATII RHEUMUOIDFACIWIGAELJSA 
sEDEcIS1NMADE:03-%mR-2ooo 

510(k) sIAn%Wf 

DEvIcx:AuIuxwcII~m~I~ELLISA 
SEDEXXSICNMADE: 03-F'EB-2ooO 

510(k) m 

DEXJICE:AUIC6TWIIANl!I~((MFO)ELISA 
SJZDEcIS1cNIGDE:28-SEF-2000 

510(k) SI%RdWr 

DEVIcE:Ax;TTcG?aTIIENA-6PF0FILEELISA 
SEDECISICNb?ADE: lJ-CCl'-2000 

510(k) srXFMNC 

DEvIczLAxlToGIIATII~~ELIsA 
SEDECISICNMDE: XMXt'-2000 

510(k) m 
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ax2EmLIQir DE, INC. 
ATm:ED UJRRIE 
26145 D DR. 
s+At?m -, CTi 91355-ll37 

-m 

LTN: IILJRUA ENCINAS 
I.249 gJAR?Y LANE 
SuITE100 
-, CA 94566 

-, Iw. 
ATIN:-cw 
24cOcxrmNSAsT. 
SAmACTmA,cA95051-0901 

axan Lm. 
BCNE-a 

AJrIN:-SKAHAN 
555 l3'IH SIREET, N.W. 
LGGHmxN,Dc2m 

~MEDIC7iLSUPFLY 
ATIN: PATRICIA LEIGH, R.N. 
l350 E. FUMIXO m. # 343 
I.As VEGAS, NV 89119 

aIlLxmEmm INC. 
ATIN: H.J. UZEZZCEIN 
750 - DR. 
Ml-?+aH,NJO743&2009 

A'lTN: H.J. VXZXFXN 
750 -DR. 
bMWhH,NJO7430-2009 

(IrlmaE~m Ix. 
X'IN:H.JiXXZXIEIN 
75OosREawEDR. 
Mx+i?AH,NJO74~2009 

- -m, INC. 
ATm:MIclHELE vxaLm 
P-0. mx 848 

510(k) m: ml698 
PKfGNl: 800-294-2989 

510(k) fJ3: KCQ17% 

mm: 925-249-8031 

510(k) m: KOO0498 
FFKNEi m : 408-764-3912 

510(k) m: KM31598 

FfENEND: 202-637-5794 

510(k) m: KOO2830 
PKNE~: 8m-634-9334 

510(k) m K993545 
FXNEpio: 201-5l2-80X 

510(k) N3: I0000311 
EKNENC): 201-5l2-8OCO 

510(k) N3: f&x33034 
PI-KNElpJ3: 201-5l2-8000 

510(k) m: x002691 
Pi-KNEIIW: 847-856-0355 

DEL'IcE:MICFQLINK ENIYXUXIC FIBER CZLEi, = Bl-90159 
SEDEXXSIcNh!ADE:17-JUL-2000 
510(k) ZM!ARY AVAILABU IXM FlYi 

DEvIa3: LI- FUISEDDICDE~L?!SERSYST'EM(lTMLYOl?PRXUCTS 

SEDEmSI~MADF.:19GJuL-2m 

510(k) SUMMARY A- FT0d FM 

DEvIc&azHEREm~ Z-1OCQsLIT~IAsER~ADAPIER 
sElXCISIcN~E: ILLMAR-2ooO 
510(k) STM@R!f ASFUABIE ??EtX FIlA 

sEDECISIcNZ@DE: 22-ATX-2000 
510(k) SUMGY Am F'F0-l 

DEvIa: PELVIC I4uxLE ?llmFwY 
SEDEXXSIcNM?iDE: 27--DEC-2000 
510(k) SLM4M.Y AD Fzam 

DEVICF.:TEN?iXKHITIC~ 
SEDECISICNMADE:14-APR-2OCO 
510(k) s121TEMEwT 

DEVICE:-FIE5RwHITE 
SEDECISIcNMADE:14-MAR-2ooO 
510(k) SQaRm?T 

DEVICE:oc&TENEAURA- 
SEDECISICNMADE: 3O-lQ&2ooO 
510(k) m 

FrA 

Fm 

-SYSTEM 

DEVICE: - O.R. TQ?EL - s, -r-t- 
sEDJZCISICN~E:O8-DE&2OOO 
510(k) SUMAFU AvAlLABLE ET04 EDA 



tsuMrnmAaDREssLImFoRcl)PHm 
FmlFm&DEcIsIm~ 

m (SE) 510(K) SWWMIES CR 510(K) B 16-lmN-2% 
Dc.Rnus THE FERIa3 Ol-JAN-zoo0 !U-RUXH31-DE&2000 PaSeE@ 

cxz4FmTmmv S510(k) E33: KOO1042 
LABJaaAma-wmINS2OOMI~ cx3LFssoFm~ 

A!rIr?:cHEE ycEx=Fm EXNEMJ: 605 847 2777 
LOT 821, JAGAN - 
TAmw,FEEwcDARuLBIDzuAN, 

axKRrFuJE?mR-- S510(k) hlD: KOO2065 
IcwtaAM~LEssOF~~~~pER(=R 
A!mN:a-mYFm HcNEE1D: 605 847 2777 
LOT 821, JALw &!Amw 
TAIPnE, PERAK DAmL mm, 

crMmBsram-, 
ATIN:J..XWf?S ERXlTCN 

INc.SlO(k) m: -147 
EXNFIEX): 908-822-1488 

3614 KEFNDY RD. 
srxtMPLmvxEm,NJ07080 

CKMWfED1amm FLY LlD.510(k) m: KOCUO68 
ZEU'?:-Gm F+KNEN3: 612-574-1976 
6470-m 
MDNEPKUS, M-l 55432 

ozMmMEmcsSLEEPPxYLm. 510(k) Ex3: KOO3175 
ATm:- EmDY Ff3MEN3: 612-574-1976 
674ORIvmvnwm 
-S,, MJ 55432 

azlavERM3TIcN, Ire. 510(k) Mh KO03217 
zslTN:DAvIDu~ ti’m : 805-968-9600 
l3O~DRIW.SUIT!ZB 
(xIEmA, a 93117 . 

-mm, INC. 510(k) ND: KOO3222 
A!rm:DAvIDuTFKMv3 PI-KNEKI: 805-968-9600 
~~OCXNN~+DFUVE,SUI!I!EB 
Gc&FIIA, cl 93117 

cSXK%EWzED MEDICZG SYm, m-510(k) ND: KOOO137 
ATlN:MItXAELAPAFtXNS FKNEID: 314-993-0003 
1195 az?Fcmm LAKE DR. 
SC'. WJIS, MI 63132-1716 

(XBFWEUZIED MFXXCAL SYSIFMS, mZ5lO(k) NcX KO02147 
ATIN:MICHAELAPARSCNS FFIXEPD: 314-993-0003 
1145 ozxwm!E WCE DR. 
SorrE loo 
ST. LOUTS, MS 63X32-1716 

DEVICX:ClXXKTI,RlEXFWDEF@D !xw.Pm~m~wI?H~IN 

SEDECISICNMADE: 23-MW-2000 
510(k) smmfmr 

SEDECISIcN&?ADE: 
510(k) SIxtmmC 

DEXlCX: CICDVT-1 
SEDEmS1mMADE: 
510(k) slXmm?T 

22-Am-2000 

cxFczimfmr,mELDvr-1 
XtAPR-2000 

DEVICX:(XMKMEDICSS~SYSTEM 
SEDECISICNMADE: 27-DX!-20X1 
510(k) SCW4AFW AVAZABLE IXN InA 

DEvIczi: I-mwEs Km EXEMDER 
SBDExm1mHADEz:03-Nx-2000 
510(k) SUMiRY AVAXABLE FXM FDA 

DEvIc!E:l.smTI~~mHERMEs-~~~ 
SBDFCISICNXADE: OW-2OCO 
510(k) SUtNARY AWXUABLE l%CM FDA 

DEVICRENHAtQD~FlL~ 
SE DEXXSICN WE: 17-m-2000 
510(k) SUM?GtY Am FEICM FDA 

DEvIa: m 
SEDEXXSIONPQIDE: l3-CxTl-2000 

510(k) SU4MRY AWULABLE l?RN FDA 



-mREssm FCRCDEH-~ (=I 510(K) SlpplARfEs CR 510(K) - l&IAN-2Oc. 
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AIrIN:- I-rxiwa 
3722 AVE. ,sAwNJm 
IFcaNE, ai 92606 

03NFEcTIcN MEDICNJZ D.R. IN!. 
ATINzGUYHXlDE 
4220, DE RXEN sr. #200 
-, QG 

a3MEDaxP. 
A!I'INzIRAD DllEsIm, JR. 
310 EZZXD ST. 
urIc&NY 13501-1203 

cxNMEDm. 
ATINzlRAD DUESLER, JR. 
310 Bmw ST. 
urIc!A,NY l3501-I.203 

510(k) m: KOO32l.3 

PEXNEiN3: 04 551 5299 

510(k) m: K993140 
PfXNEN3: 949-262-04ll 

510(k) I0 KCXXXXI 
FKNEEX): 514 252 5553 

510(k) m: KOO1597 
pixNFi ND : 315-797-8375 

510(k) N3: wO2002 
Pf33Em: 315-797-8375 

510(k) m: KDo1159 
or-timxmxmHANDPIEfE,mPUTSREUSABL 
ATm:clrmLEsM(MME)~ FFKNEilD: 303-699-7600 
14603 E. FREXNCAVE. 
Erazxm,m801l2 

510(k) NJ: ml161 

FiI2Ezk 
~EKIT(FCRUSEW?XHULTRAPEN~), 

Mt=)= FfDEND: 303-699-7600 
14603E.FFUXNTAVE. 
ElaEhcm,a38Oll2 

m-IESINC. 510(k) m: FXXUU6 
3 

ATm:RuaY EzwELL H-KNEKI: 51245-5100 
2170 -, NJ. 100 
AusrIN,M78744 

- -m OF wISmXO(k) ND: KOOO810 
ATIN:RusIY EZEMELL ZWINEm: 5x&445-5100 
2170 - SIliEFT 
ALETIN, TX 78744-1832 

DEXtCE:AIMMEXFCMXFt-FREZLATM ExANmmT~czLcwEswI?H-LABE 

SEDEcISIcN~:2~-2m 

510(k) sIXmm?r 

DEvIc3s:wAlmFmTIssuEuJL~,~1500 
SEDECISICNM?iDE: 02~2C00 
510(k) Smmm?l! 

D'EVICE:D.R.ME?XC7&,~~ 
sEDECISICNMADE:3O-AUC&2ooO 
510(k) t!XMdMY AWIIAE?U FIXX FDA 

DEXtU?a:CKNMED~~ 7Fm!AR SYm, l.?mEL 60-605&xXx 
SEiDECISICNMADE: 05-JUN-2CXXl 
510(k) SUMWRY Am F'FCt4 FDA 

D?XVIUZzSWEFI!FDISPERSTVEEUXBClX 
SEDFCISICNMADE:17-A!X-2000 
510(k) sTXmEm 

DEvIcz:HYFmmTm2ooo~~ AaxSsxYrnP~~ 

sEDEZISICNM?iDE: 07-JUN-2000 
510(k) ZnZUmmr 

DETVICE:ULTRAPEN~ PENCIL, &?mEl I.30350 !LLlmma l.30353, I?EmABL 

SEDECISICNMADE: 07-JUN-2000 
510(k) sII4TEMEN 

DEVICE: (JALnmL LlFmaLYSIS WITH MIcsxcoPIcs azNrFcL, LEVELS 1,2 AND 

SZDECISIC&TFADE:15-F'EB-2ooO 
510(k) fzXNWmr 

DEVICX:@ALITRXIJPIDCXNIF0L, lxTaLslAND2 
SEDECISICNMADE: 13-APFb2CXIO 
510(k) snvmmr 



-ADDRESS LI.s!mGm(DI7H-m (=I 510(K) - CR 510(K) - X-JAN-2% 
FtXFINALDEXXSICNSREFiDEREDIXlRl?C !wEFERImo1QJAN-2000 THFuXXH31~2000 pa5le= 

- -m OF WIScYXlO(k) No: KOOl249 
ATIN:Rusry fiawELL 
2170 WXl%ARD SIREEl! 
AUSTIN, Tx78744-1832 

-n 
A!rlN:EuJsIY si+mLL 
4401FlwDRIcHIANEB(LIx;1 
mm0 
AUSTIN, TX 78744-1832 

--,INc. 
ATIN:BAFGU!A- 
53OFUVERSlDE -PKWY. 
KKCLANO, ME 04103 

--, INC. 
ATINzBAKRiA~ 
53ORIwRsIDE -m. 
-, ME 04103 

aLrmmvIs1aiAB 
ATIN:- EINOY 
647oRJMmnEWm 
lfNWR&IS, MN 55432 

QMIsc& z3clmrIm, DE. 
iYrrN:m BAYDEN 
508W. 51HAVE 
-, IL 60563 

aMaYz?TruAmm1cAL,INc. 
A!rIN:~c.~ 
735 PATa!m ST. 
S, CA94086 

axwatzxuARTMEDIcAzI,INc. 
ATIN:-SKAHAN 
555 m t5X!RET N.W. 
Wrvwmxm,Dc20004-llO9 

C.TXZCBIoIEcH,INC. 
A!J?lNzNEXEm 
3055KEt?I'AvE. 
WfiSl! -, IN 47906-1076 

ti’m : 5l2-445-5100 

510(k) m: X03716 
-ID: 5l2-445-5100 

510(k) ND: IQ392935 
HcNEN3: 207-797-4647 

510(k) N3: KOCIO543 
PKNEIQ: 207-797-4647 

510(k) No: K993802 
pH=NENJ: 612-574-1976 

510(k) PWz K993420 
EXNF4Ex): 630-357-9008 

510(k) PWz KM30170 
FHxEm:40%733-9910 

510(k) PXX KOC0245 
PKNEN3: 202X37-5794 

510(k) m -394.8 
PENEm: 765-497-3355 

DEVIa:nDHPBm, IlEwErs 1,2, Am 3 
SE DX!ISIcN MADE: 02-IV&2000 
510(k) m ALXUABLE J!FCM m 

510(k) zTIMmmn 

DFwIcE:m2001 
SEDEcIs1oNmDE:2O-JuN-2m 
510(k) SUMMFtY AVAILMLE FRX FDA 

DEvIa: -ST 
SFaDECISICNM?hDE:l6-JUN-2000 
510(k) SLMARY AXUL?GXZ FRXd FDA 

DEvIcE:-~-sY~ 
sEDECISIcNMADE:18-JAN-2ooO 
510(k) SCHMRY AVAIMBLE FRX FDA 

DEvIa?.:ozrmlxLSc)LurImINc,M30ELCS3101 
SEDEcIs1mMADE:19-JuL-2m 
510(k) sYmTm@m 

DEVICE: sExx7i'NBuLAR- DEVICE, MJlEL A4mo 
sEDEX!ISIClTMXIE:14-FEB-2OXl 
510(k) SIRmmvT 

DEVICE:csM -sYm 
sEDECISIcNM7+DE: 1%m-2000 
5lOjkj m AVAZABU FRX FDA 

DEVICE: SIShXXJNDDFUZSSlNZ II 
SJZDFCISIcN&?ADE: 06-JAN-2000 
510(k) SUMMRY Am FTCM EDA 
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cmCBICX!EKH,lXL 510(k) F0: KC01785 
A!l'IRNE2GEFEX@UT PHSIEIQ: 765-497-3355 
3055 KENT AVE. 
WEST LM7XDTE, IN 47906-1076 

axK oB/GYN 
FMGRADmm 
A!rm: BlENDA DAVIS 
1100 w. MCIFGAN +YlmEr 
SPENCER, IN 47460 

510(k) mt KDO2383 

PEKNENJ: al2-829-6500 

510(k) N: KM)2385 

llcn w. txx%N tzxREEr 
SPENCW, IN 47460 

cmKLKlu3xc~,INc. 
PQ- 
ATlN:DEBBlE scIlmMT 
l.lcQwEsr-ST. 
P.O. B3X 227 
SPENCER, m 47460 

510(k) K): x994417 . , 

PI-KNE~: 812-829-4891 

A!!xN: BRENOA DAVIS 
axxIJR3LaxcAL,m. 

lloowEsr-~ 
FT-KriE’m 
510(k) p33: IO251 

: 812-829-4891 

P.O. B3X 271 
-, IN 47460 

ax& INC. 
ATIN:KAFm BRADmm 
925 s. ClJmY PIKE 
P.O. Bx 489 
BLKMNXW, IN 47402 

510(k) No: K993455 
PKNEND: 800-346-2686 

m, Itc. 510(k) N3: ICKXX51 

ATl!N:LIsA WEBB 
925 a5xxl.H aJmY PIKE 
P.O. Bx 489 
B, IN 47402 

Pl-ENEm: 800-346-2686 

crm, INC. 
ATIN:M?PY QzlssAm 
925 533Jn-I UJmY PIKE 
P.O. mx 489 
-, IN 47402 

510(k) m XXXX355 
PI-KNEiI?J: 8X2-339-2235 

DEVICE: SUFGISIS PERIPHEEWVASCUUWPATCH 
SBDEXXSICNK4DE: 27-DEC-2OC0 
510(k) SLWHRY AVAILABW FRX FDA 

DEvIG3:axKIwspH(MBuFFER,Qx%cIvFspERMMEDIuM,AND~msPE 

SEDExxSIm~:13sEp-2m 
510(k) SWtGRY AD FKN FDA 

DEVI~:~IvF~CLlE- BLFFER,cJsaKIvF ozcxcEwAsHBuFFER 

SEDEXXSICtVMDE:18-sEp-2OOO 
510(k) SLWAKY AVAIIABU FRX ?FDA 

DEvIaz:muMPI(x-up~ m&2-, z?+sPmmNEEDLEsm 

sEDEcISIcNMADE: Ol-MAR-2000 

510(k) sMf7iRY AVAZABLE FKM FDA 

DEvIcE:-sILlI~~~ 
SE~DEJXSI~NMADE:~O-ATX-~~~O 

510(k) SUMARY AVAILABU FKN FDA 

DEVIC33:FUPPEft~~~Q3IL 
SEDExxSIa?EQIDE:ll-JAN-2000 

510(k) S Am F'FUX FDA 

DEVICE: DETACH18ANDDEZlRCH ll, reimxcm~~zA!rIcNa3ILSYsllEM 

SBDEmSI~MmE:24-Kw2OOO 

510(k) SUMWiRY AVAXABLE FRX FDA 

510(k) S@MARY AWKLABLE F'F04 FDA 



axx, INC. 
ATIN:KAEEN BRADm 
925 SaTM cImaY PIKE 
P.O. mx 489 
B, IN47402 

ax-K, m-2. 
lvlTN:ApRlL LAVENDER 
925 s3m-I UIRRY PIKE 
P.O. Bclx 489 
-, IN47402 

CDILERBY, llc. 
AlTN:D~MxwE 
1762ocmNERxxFn?D 
acND,cK73003 

9085-m 
-, CA 95747 

(YxmmnsIcN, m. 
-,- 
ATm:BcNNIE !c7xmAL 
711 bKKm RD. 
soJITsvILcE,NY14546 

CDOPEEMSICN, INC. 
zxrIN:- TzsmmTA 
711 rau.H RD. 
VINY14546 

amFEmIs1cN, rrc. 
A!rm:BcNNIE lY+mwa 
711 m RD. 
v,NY14546 

axxmw~sIm, ix. 
m:BcNNlE TSYMBAZ, 
711 lKEul3 RD. 
v,NY14546 

aYRDIs OXP. 
A!rm: AFXEL MA(.I!msrIsH 
14201 N.W. 6OTH AVE. 
MImILAKEs, FL33014 

510(k) m: KOO1087 
PKNEt-X3: -1379 

510(k) m: KOO2288 
PfXSEM3: 812-339-2235 

510(k) Ex): KOO2066 
PEENEPX3: 405-359-1998 

510(k) m: KO03781 
PKNEN3: 9X-677-1900 

510(k) N3: KOO0384 

EXNEN3: 7X-264-3210 

510(k) N3: KCXUB9 
PXNEIKI: 7X-264-3210 

510(k) m KC01090 
PKNEKI: 716-385-6810 

510(k) m E;oo2625 
PKNEN3: 71&264-3210 

510(k) m K993720 
PEKMENJ: 305-824-2332 

DEvIcF.:PA-- 
SEDECISICNMADE: 2O-JUL-2C00 

510(k) SUMAFtY AVAILAEU lTCX4 FDA 

DEvIcx:Alwnm~c~BLLxxER 
SEDEYXSICNMADE: 28--MX-2000 

510(k) SUM?RY AVAILABLF: FFCM FDA 

DEvIa3: FREEZER YlLEmmR 
sEDEcIsIcN~:2~2m 
510(k) m 

DEvIa: axfcIwx VARIA-II" ND:yAG LASER SYm 
sEDEZCISICNMADE:2O-DE&2OOO 
510(k) %?M+ARY AVAILA&E FRX EM 

DEVICE: ImqJEmx 55, llTmym3 55 jx%HEFac, ENaxE, ENalREToFtIc, aa 

SEDEXXSIcNMpJ3E: O6-M?G-2ooO 
510(k) SLPHMY AVAIIXKE FXX24 FDA 

DEVIcE:JXUMxXN 
SEDExxSIcNmDE:1~-2000 
510(k) STMdARY AVAIMBLE FXM FDA 

DEVICX:BA 
sEDECIS1cNM?iDE:19ddAY-2000 
510(k) SLJMGRt AVAIKARX F'FCM FDA 

DA%CCE:BA 
SEDExxS1mM?iDE!:l3-SEx-2000 
510(k) SBM?GU AVAILXKE Fwm J!M 

DJZVICE:CXX?DISMAXILDLAXEDYtBmlER~D~~~ 
SF.DECISICNMADE:U3-JAN-2000 
510(k) SU%?BY ALULABLE F'FC?4 FDA 
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ocmxs axP. 510(k) ND: K994156 
FE s?wT, tJKmLs FQ294B, FQl94B 
ATINzCR?G&ESJFtYAN PKNEXKI: 9c8-412-7446 
7RXXRHXNDRlSZ 
WmRm, NJ 07059 

axD1sacwp. 
ATm:DERNIssGtIFFIN 
14201 N.W. 6o?H AVE. 
MIAMIIAKES,FL33014 

510(k) m: K994358 
PIXXEID: 305-824-5283 

axas am. 
T 
ATm:KAREN WILK 
7maDFUVEi 
L4lmmN, NJ 07059 

510(k) m: K000062 

FT-XXElKl: 908-412-7257 

oxms am. 
zmN:xAFm WIUZ 
7~ElZXRNDFUVE 
WARRim, NJ 07059 

510(k) m: KOO0564 
pH=NE NJ : -12-7257 

amxs axP. 
ATm:ARIEL -m 
14201 N.W. WI'H AVE. 
h53MILAKEs‘ FL33014 

510(k) Xx KM30579 
FFKNEND: 305-824-2332 

CERIIS am. 
ATlN:msGFuFFIN 
14201 N.W. 6C?IH AVE. 
MIMlII.aaKEs, FL33014 

510(k) I0 KC00715 
FT-ENEPJD: 305-824-5283 

aEms OZRP. 
A!rl!N:ARlEL l..wxAm 
14201 N.W. WIH AVE. 
MI?!mmKEs,m33014 

510(k) Xx -753 
Pf-KNEbKl: 305-824-2332 

cmlxs axP. 510(k) No: KOOll.35 
ATINzDENMsSGRIFFIN PmiE'No : 305-B24-5283 
14201 N.W. 6oM AVE. 
KimILAKEs,FL33014 

axD1saRP. 
m:ARIEL l4AcmivIsH 
14201 N.W. 6OlH AVE. 
MmaLAKES,FL33014 

510(k) bXX KOOll36 
mN3: 305-824-2332 

DEvI~:~IFI~~Too=;RDISP~~IQ~~CBIL;IA 

SEDECISICNbfADE: 07-JMG2C00 
510(k) SUtMARY AVAILMLE FRX FDA 

DEvIa:mMARKERwlRE -GrJIDm 
SEDEZISICNXADE:13-JAN-2C0O 
510(k) SLRM4RY AVAIUBlX FflcM FDA 

DEVIClX:o=RDIs --vENA~vA-ANo~aKI 

SEDECLSICNMADE:O7-JUL-2000 
510(k) SUM%FtY AXUUGTmE FRX FDA 

DEvIcaaxuxSMEDmP~TRANsHEpATIcBILIARY lSI!ENT&DELNERy 
sEDEXTSICNMDE:23-MAR-2ooO 
510(k) SLPPQIW AVAILHKZ FRX FDA 

DEmaz:TmEop4uAmx~c~ 
sEDECISIcNMDE: 03+X-2C00 
510(k) SUMMY AVAIUBLE m m 

DEVICE:ENKJYANDLTSIR~TIP 
SE DECISION MADE: 31-M?%2ooO 
510(k) .%MARY Am FX&S FDA 

DEVIUZ: (XRDIS13F~SHEXFd V 
SEDECISIcNMADE:O6-ApR-2CCO 
510(k) SUMARY AVAIUBLE FRX FDA 

DEVIC3?.:6F&7F~~ (rnIFI~rn) 
SEDF?zGsImMADE:OJuTrzm 
510(k) SUMRY AD FRX lTV+ 

DEVICE: QH7DIS -GUIDE 
SEDEL!Is1cNMADE:28-APFt-2m 
510(k) RMdAFtY AVAIMBLE FRZM FDA 





CXRIN U.S.A. 
I%ITN:Cl?AIG oZPIWK2 
10500UNlvEFsITY~DR., 
SulxE190 
'IMPA, F'L 33612 

CERIN U.S.A. 
ATIN:CRAIG - 
lo500 UNIVFXiI!lY ClENllER DR., 
SUITE 190 
TT45F'A,FL33612 

CERIN U.S.A. 
ATIWCSAIG - 
105CQUNIVEFSITY -DR., 
EsixnTE 190 
TAMPA, FL 33612 

CXXUN U.S.A. 
m:JcEL B?srrs 
10500 LNNEFJSI!lL'Y CEMlER DR., 
f3urrEl.30 
VME'A, ??L 33612 

--, INC. 
ATIN:- Il?wsKY 
56 WESIWIT RY+D,. 
ftcmmm,cr06902 

axuEK-, lx. 
A!LlN:-Mm 
5OlW.COLFAX, SUITEB 
PALlamqn60067 

ax?rEKm, INC. 
ATIN:CXXNELM?DPAIA 
5OlW.aXJ?AX, SUITEB 
lTcw!mE,IL60067 

am!EK-, m2. 
xrIN:(LDFaELM~ALA 
5OlW.CXLFTiX, SUI'I!EB 
PAmlmE,IL60067 

oIm!EK-, INC. 
A!IlN:ozmELM~ 
501W. CtXZAX, ,SUI'IEB 
!?AImmE,IL60067 

510(k) NX x994152 
PHXElN3: 813-979-0042 

510(k) N3: I(994153 
FXBEKI: 813-979-0042 

510(k) m: KOC0232 
PEKNEIW: 813-977-4469 

510(k) NJ: KOOO634 
??l=K#SN3: 8X3-977-4469 

510(k) NX wOl322 
PKNEiIKl: 203-323-7535 

510(k) m: Woo197 
PEDIEND: 847-9634487 

510(k) m: KDoo198 
Z?ESZNEm: 847-963-8487 

510(k) NC): KCCOl99 
lT3ZNF.m: 847-963-8487 

510(k) m: KONl2CO 
PEKNEfJ3: 847-963-8487 

DEVICE:THELI--9oFT~ 
SBDEmSI~MADEi:ccaAR-2m 

510(k) SLM7dRY AVAIIXGZ FFCf4 FDA 

DEmcmaxwE!r2mHEMIHIp~c~GIs 
SBDECISIcNM4X: 25-FEB-2OCO 

510(k) SQM?G?Y Am FTC&t FDA 

DEvIi33:-+-KNEEsY~~FIxEoMENIscus 
i%DEXISICNM?iDE: 25-!ZB-2000 

510(k) m 

DEVICE:RJ)TOKDCLBDSS- 
SEDEmSIcNMADE:l~-2ooo 

510(k) SIXmlmr 

DEVIC2k-MHPS 
SBDJx!ISIm~:~2OOO 
510(k) S AVAILXUZ FXM FDA 

DEvIa3: (xH(IEx CY- 
sEDEms1cNImDEz 03-M7s-2000 
510(k) SC&MARY AYMLABIE FfiM FDA 

ma: axlm -m 
SEDExxSIoNMADE: ll-APR-2cm 
510(k) SLMNU! AVAILABLF: m FDA 

DEVICZ:OXIEKMINI~ 
SEDFCISICNMADE: l3-AF'Fb2OCXl 
510(k) sI7mZmw 

DEVICE:CfXCEK~ 
SEDECISICN~E: 03-MAR-2OCO 
510(k) StMAFzY AVAIIAXE F!iXX FDA 



b5aEmmmADaREssmmCOIM-E (W 510(K) fDM&RES CR 510(K) - 
lTxFTm?icl~sIcNs~ wRIM=?HEpERToDo1-JAN-2000 ~31-DEc2OC0 

azRIEK-, INC. 
A!ITN:(XIRNELM~~ 
5OlW. Q%Epx, SUI!f3ZB 
PTaxma,IL60067 

UXIEXBIOFHYSIKGMEH 
A!rm:ART WWD 
962 ATzxao LANE 
AUSLLO BTSCI-I, FL 33572 

-ENr, INC. 
ATIN: MICHAEL o'a 
5419 racm SHERIDAN PD. 
(lzm2Fm, IL60640 

-m, It?2 
m: MI- O'W 
5419 FnaFI SHERIDAN m. 
CHIcacx), xLfa40 

olpllsMEDIC7G~ 
ATIN:Jcm cI?LnRK 
42230 ZEWDR. 
-, c74 92590 

CXXXMXXi4LlXHMXUX 
ATTN:Jam aimz 
42230 ZEW DR. 
-, CA 92590 

ocuLTm-m 
ATIN: SmN EccElwE 
11800 S.W. 147X-l AVE. 
M/c 31-m 
MiTMI, FL 33116-9015 

CUJSIN BIUDi?Z S.A.R.L 
ATIN:-Mm 
555 m .%RE!XC, N.W. 
Wxzxmxm,Dc2ooo4-1109 

cP?mmxL 
ATIN:maz FEFGUKN 
836 N.E. 24TH AVE. 
-, CR 97232 

510(k) m: KOOO202 
PI-KNENI: 847-963-8487 

510(k) f?J: K993641 
EXNEiN3: 813-287-2382 

510(k) m: K993658 
FKNFiN3: 773-9m-6844 

510(k) Fa: K993659 
PHXEfJ3: 773-989-6844 

510(k) mz IUXU704 
MXIIEIEI: 909-5876306 

510(k) rn KOO17B4 
PKNEM: 909-587-6306 

510(k) M: K993356 
mm:305-380-4552 

510(k) NJ: Koo2479 
FENF+pIx3: 202-637-5813 

510(k) fJ3: KCQ1172 
FKNEIW: 503-232-1555 

UhmN-2c 
-cP 92 

DEVICE: axrfm LAP- 
SEiDECISICNMADE: 31-&%X-2000 
510(k) srA!m%m 

DEmcE:M?mxxzER,&YmEL2;~zER,MJlEL3 
SBDECISICNMADE:14-DEC-2000 
510(k) SUMMRY Am FXM Fm 

DEVICE:REMMELSCULFl! 
SEDECISIcNMADE:1B-JAN-2ooO 
510(k) - 

DEVICEFtEMMELmrX 
SETDECISICNMADE:U-JAN-2000 
510(k) .STMmmT 

DEVICCATHX 
sEDECIS1a?MmC:31-A!X-2000 
510(k) SLIMMAW Am FTXX FDA 

D?xtc!E:vIRlD1sJASER 
SBDEmS1mt!AIx:ll-sEF2000 
510(k) S@MARY AVAIUBLE FElcM m 

DEvIc33: oLxJLm - ANALYzERstlRF&MRvANALYsEs 
sEDECIS1CNMHX:2O--AITt-2000 

510(k) SU%ARY AVAIUJXE n FDA 

DEVICZ:BICMESHP1ANDBIC.MFSH~ANDPATCH 
SEDECISIcN~E:19XCC-2GOO 
510(k) m AD FFCM FDA 

DEVICYZ:~~SUiGIC%LSUIURESURF' 
SEDECCSIcNMADE:23-JUN-2ooO 
510(k) SCMGRY AVAIIMLE FFXX EDA 



cPMED1cAT.i 
ATR?:pAYrRKx FExGusx 
836 N.E. 24TI-i AVE. 
FxxaANo, CR 97232 

cPMEDIc?G 
ATm:PAmIcx FTXWXN 
836 N.E. 24TH AVE. 
-, CR 97232 

CPtmmaL 
ATl.N:PA!lRIcx FTcEaxN 
836 N.E. 24'IX AVE. 
FTImmND, OR 97232 

CP MEDIm 
A!rIN:m~ - 
836 N.E. 24'If-I AVE. 
FcmcAND, CR 97232 

cPMEmc?G 
ATm:PAnucK FTGmSa? 
836 N.E. 24'II-I AVE. 
EcxumNo, CR 97232 

(IRRIWE-C!- 
00 
WINtFCB!RTJEARD 
24332 AFWDA DR. 
m POINT, CA 92629 

mm SYm, INC. 
A!lTN:ATAEx IQPLAN 
20925~CXXTE 
wluEE%A, WI 53186 

auTIm SYm, INC. 
ATm:ALEx KAPLAN 
20925B= 
WIUKESHA, WI 53186 

m (XMPANY, L.L.C. 
ATINzTt3XASJEiGLISH 
4502 WXDLANO CRKBATE BLVD 
TMPA, n 33614 

510(k) m: Moo1173 
HENEND: 503-232-1555 

510(k) ND: Koo1184 
FKNEEX): 503-232-1555 

510(k) m KOOl185 
FTXNEBD: 503-232-1555 

510(k) Fn KCCX'99 
l3KNElND: 503-232-1555 

510(k) m: KOO2190 
PiXNEN3: 503-232-1555 

510(k) m: IO301106 

FKNEND: 949-240-1290 

510(k) N3: Kooo276 
FKNEiEco: 262-798-8282 

510(k) m: KOO1020 
PIDlEN.3: 262-798-8282 

510(k) m: KOOO500 
Pi-ENEpJs: 813-887-2107 

l&mN-2c 
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DFWICE: NYLm, ~~IC7CsvNREsUSP 
sEDEClSICNMADE:23-JUN-2ooO 
510(k) SWMAEtY AVAIIHiW F!FCt4 FDA 

DEVICZ:SlIK,~,SUIGIC?GSUtURES,USP 
SFaDECISICNMADE:23-JUN-2ooO 
510(k) SUWARY Am F'RX FSU 

DEvIa?FcaYFTa~,~suEIGIcAt~w 
sEDEcISIcNMADE:23-JuN-2Ocxl 
510(k) fXRM?W AWCUX3.U FFUX EDA 

DEvxcE:PLAINAmcHFyMIcGur~~IcALsuIuREsusP 
SFiDEcISIcNM?m:23TxJN-2Occl 
510(k) +SUMGRY AVAIMBLE F'FCM FDA 

DEVICE: FoLYGLYax?IcIyslD (FGA), AEHm?amtsrxcx~svIwlE(uSP) 
sEDECISICNMADE:1&AlX-2ooO 
510(k) SU-WARY AVAILAEU lTXX FDA 

DEvImMA!nmSImNEmLmsSLuERAtmvmmIv~,~~lcl 

SEDlicISIoNM?4lE:1~2ooo 
510(k) SWW?iRY AVAIIAEU FTCM FDA 

DEXICX:MPl?24ANDVIl%VIEW24 
SE DEXXSICN WE: Ol-MAR-2ooO 
510(k) SWM7GY AVAIUBLE F'FCM FDA 

DEVIL: 81OOVITALSIGNSM3eJITc%I 
SEDECISICBJMXIE:28-APft-2000 
510(k) XM47QY Am FfCM TCDA 

DEVICE:DIN7MAP~ NIBPI+fmJLE 
SEDEXXSICNM!DE: 26-MAY-2OC0 
510(k) SUWGY Am FTC&i FaA 
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- ocMpANy,Lu! 
ATIN:!lLlmas ErKzIsH 
4110 cximx m. 
TAMPA, FL 33634 

- ocMpANy,m 
AII?N:!tX?@SJEWZLISH 
4502balxAND~BLvD. 
TAMPA, FL 33614 

iitzzzf-cBK 
8045 BIG BEND BLVD., SUITE 203 
WEBSrER GFCWES, M3 63ll9-2714 

CRY0 BIO SYSl?EM 
?Yl?lN:- LJNGETJiILEIE 
3722 AVE. SAUsUXO 
IRVINE, cl 92606 

-, m. 
ATIwamaLL9w 
11065szmEwm~CJ!. 
SZWDlXQC7+92121 

cz?YsmL-m, IEn., IN!. 
zalN:JiKx - 
I.325 -DRIVE 
Fm?rmYAL,vA22630 

cso 
ATlN:R.m MINER 
197 BEumlR FcnD 
m, NY 14221 

CITPETSY~, INC. 
TAKT 
ATIN:wILLIAM - 
810 IMKWATICN DR. 
lflamam, TN 37932-2571 

crImsY~,m. 
A!rm:- - 
810 INNYWCICN DR. 

510(k) m: K992638 
PIXNElW: 815-887-2107 

510(k) Ex): KO02248 
PiXNEN.3: 813-887-2107 

510(k) N3: KOO1878 
FlXNEN3: 314-781-9664 

510(k) p33: IUX2595 
FKNEtID: 949 262 04l.l 

510(k) N): KIXUO50 
FT-IXE IQ : 8-50-7419 

510(k) m: I693489 
FHXf3m: 540-636-7976 

510(k) IW: K992835 
PI-KtiEm: 716-632-1988 

510(k) m: KC02039 

FTXNEm: 865-218-2522 

510(k) m: x002584 
PKNE~: 865-218-2522 

DEVICE:DINW?Q~SERlESMZNI!PX, MmEulOO, 200, 300, 400 
sEDECISICNM7XIE: 24-JXB-2000 
510(k) SUWAFtY AVAIIABLF: m FDA 

DEVICX:D~~1CXlOXNMUR, MmELloOO 
SBDEtcLs1mMADE: 21-SEP-2000 
510(k) m AVAIMBLE F%#l FDA 

DEvK!E:w?fER- 
SEDmIS1cNtaDEt:03-Au;2000 
510(k) SCAnNWr 

DEVICX:~STR?W 
SEDlXISICNFADE:17-NN-2CC0 
510(k) SIATiWm 

DEwIcEzCFuoSmxmuNITAND~ 
SBDEXXSIcrJMADE:2&DE&2OOO 
510(k) m AVAIIAEU FlXM FDA 

DEvI~:-cusru4TINl!Eo~~LFszs 
sEDEYXSICNM?iDE:14-AFR-2OCO 
510(k) SuplFpIRy Am FXM EDA 

DJWICE: C.S.O. m 
SEDEiCISI~MADE:O6-JuN-2000 
510(k) SIXEWWT 

DEVIcE:EcaTpETscANNER, l.clxLs~~AND~ExAcrHRtANo~ 

sEDECISICNM?!DE: 27-SEX-2000 
510(k) SUMARY AVAIIABW FFxX FDA 

DEVIC2Z:~Z%XXLPEZ'SCANNER 
SBDExxS1mMADE:16-Nx-2rxxl 
510(k) SCHWRY AVAILABLE F'MX FDA 

I-zKmmm, m 37932-2571 
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crIFzrsY~,INc. 
A!tTN:- sKREMB(y 
810 ItNxW'IcN DR. 
-, TN 37932-2571 

510(k) N)z KDO2715 
FKNEihx3: &%-21&2522 

crIl?El?sY~, lx. 
ATm:wILLIRM - 
810 INMXQTCN DR. 
-, TN 37932-2571 

510(k) N3: I(003241 
FKNElN3: 865-218-2522 

uJRmt4EDIcazI,~. 
,MlELS5OO-Sl! 
ATIN:-c- 
735 PATeCX+R AVENUE 
-, c7494096 

510(k) m: KM32898 

PIENEEx3: 409-733-9910 

aJiTKr4-, lx. 
A!TIN:PAULEDFUDEN 
6329 w. - cr. 
tammmAm,INm55 

510(k) t0 K993463 
PN3: 317-335-3780 

aJsm4Mm1aLPI%xmmS,m. 510(k) ND: K994199 
ABLFsMIElcRm DRAPB,L?GGE- -,= 
m: SrEvE WY l?ENENo: 828-281-2109 
1HXXDAYINNDFtIVE 
WmDlXZE 

cxBEx%m -m, lm. 510(k) NX KM)2984 
ATIN:J.TEN?Y DRUFtY FFKNEN3: 770-352-9540 
7840IxxsELLm.,Bux3.300 
SUITE 320 
-, GA 30350-4889 

- -lEs, Ire. 510(k) NX KO03257 
~QXXICNJPEI!ERS PfKNEND: 770-352-9540 
7840RxmrLRD.,Bu3G.300 
Exn'm 320 
ATLANIIA,GA303w 

-, INC. 

ATm:FcinIAm HAZBFYX 
784OFvxwExLm. 
SUITE 320 
ATL?wrA, GA 30350 

510(k) ND: xooO237 

PKNEM3: 770-352-9540 

DEVIC33:ECWpETSIFWNER 
SEDECISICNMADEi: 31-0(511-2000 
510(k) SUMM?BY AVAIMRLE F'RB FDA 

DEWIC.F,:ECATPECT,XRNNER 
SEDECLSICNM?iDE:13-DEG2OOO 
510(k) SLMMAFU Am FTCN FDA 

I: CUKN CCNIXLtCDULE~IQiT.lGEFRWWRAND~ 

SEDECISIGNMXlE:17~-2000 
510(k) f%mfmmm 

DEVIE: Ir?lTtAw AxrimNI-m SET 
SEiDECISICNMNX:O4-JAN-2000 
510(k) SLMGW AVAIIABU FF0¶ ImA 

DEVI~:VAEUU?S~ANOS SURXCX., DRAPES, (I.E., DISKX 

SFlDExxs1cNMmFl:O9-JuN-2ooo 

510(k) ZTmmmNr 

510(k) m AWZLAELE F'FCN J!DA 

DEVIC3:EHC4OODITSUW PzxrIEm~m,EHc~~~ms?21TIcN 

SEiDEXXSICNMDE: U-JUN-22ooo 

510(k) SUM?BY Am FRX FL)19 



-aLImmmsm tf=) 510(K) - CR 510(K) - 
FmFINAT.dDEasImFmDEREDDLmwnsJsPEFu~o1-JAN-2om TZ-mxEH 31-D-2000 

-, INC. 
ATlN:J.!IEFCY DRLTIly 
784OIxzwELLm.,SuITE 
ArlmN!m,GA30350 

-, INC. 
ATm:GEcxGE (333 
10 ELIZABFM DR. 
cxEumcm,~01024 

(I3TKmm, Ilc. 
A!rIN:- cm 
10 ELIZABETH DR. 
~,~OlS24 

-, law. 
A!rm:czEmGE a33 
10 ELIZAEETFI DR. 
m,MAo1824 

-, INC. 
A!rm:- a33 
10 EzIZAE!EIH DR. 
w,MAo1824 

D.K.M. 03.,LTD. 
mAtKnEw PAEms 
P-0. Kx 3415 
ST. ImIS,m63143 

D?iDEEBBIN&INc. 

320 

510(k) N3: KOO238S 
PHXEIKI: 77&352-9540 

510(k) W: -2757 
Pf-KNEID: 978-256-4200 

510(k) m: K994427 
plcMEpJ3: 978-256-4200 

510(k) N3: K994.437 
FENEEX): 978-256-4200 

510(k) Wz KOCB490 
PKNEKI: 978-256-4200 

510(k) mz K.001668 
RKNEIW: 573-225-7700 

510(k) CKh K992957 
FFKNEN: 302-631-6276 

EuxL5m b!AILE!Ox514' 
P.O. BX 6101, NEi?WK, DE 19714-6101 

510(k) SWK?tRY AVAIUBIE FF04 FDA 

DADEBEHRIEx;,IIC 
A!rIN:-SAYASB 

510(k) Ex3: K992959 DEVICE: - 
302-631-6276 

arAxmmIm sYsrEz4 (Bcs) 
RKNEEX): SEDECISICNFADE: XL-JAN-2000 

GIAsDah’ EEJSINESS -; 
BLEG. 500 MAIL mx 514 
P.O. BCX 6101, NWARK, DE 19714-6101 

DADEBEBZ!'G,INc. 
ATI!N: mBINoIwxas 
P-0. KX 6101 
-E(LDG. 500 
NEmRK, DE 19714-6101 

510(k) PJD: K994ll4 
FT-KNElND: 302-631-7446 

DEVIC.l?Mc5ooDESKTW PATImrsrixl!IcN,KxlELEHc5oo 
SEDEas1cNMADE: 25-Am-2000 
510(k) SUbMARY AVAXAEW FIX?4 FDA 

DEvIa: c!YmsmE WTKSDWI%llLsER 
SEDECISIoNM4DE: 29-JUN-2000 
510(k) SQMaRY AVAILAEU !ZXM FDA 

DEvIa:-M2 -I31sERFoRHAIR- 
SEDEXXSICNMXIE:1S-JAN-2COO 
510(k) iXMW?Y AVAIUBLE F'FXX FDA 

DEvIa: c?lwxmE -CA SPIR 
sEDEUS1CNWaDE:18-JAN-2000 
510(k) SUNARY AVAIIAEW FXM FDA 

DEVICE:-WCAVLS-SAR 
SEDEtzlsIcNMADE:13-MAE-2ooo 
510(k) SUbWiRY AVAILABU FXt4 FDA 

DEVICE: amAL SPINAL FMATICN SYm 
SEDM3IsIcNMADE: 19-ax-2cm 
510(k) cSU+MFU AbXUXCJZ mX FM 

DEvIc33: ADvANcm D-DmER 
S!XDEC!ISICNM?iDE:2EWAN-2000 

510(k) SWYARY AVAILABU m FDA 

X-JAN-2c 
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510(k) SU44ARY AVAILMUE E'F0.l EDA 
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IXDEEGWRING,~. 
ATIN: FT33INoms 
BEG. 500 lKlI# mx 514 
P-0. EQf 6101 
NEWIRK, DE 19714-6101 

510(k) m: K994115 
pH=NEND: 302-631-7446 

DADEE?imFmc, INC. 510(k) m: K994291 
ATm: RI-Ma PIXNEm: 302-631-6567 
P-0. Em 6101 
=a, ciT.AsmD. !500 
NmmRK, DE 19714-6101 

DADEBEriFmE, n-K!. 510(k) m: K994293 
AlTNRICl-X0MVAUXT PfENFlND: 302-631-6567 
P.O. BQX 6101 
ryxfllE 896, Gr.xGmBLM=. 500 
NiN4RK, DE 19714-6101 

DADEBlZ-RI%,lX. 510(k) Ex): I@94294 
ATIN: FtICIFlRRDMS FXNE1\ID: 302-631-6537 
GL?!SCWBUSINESS-; 
BLDG. 5cn MAIL mx 514 
P-0. BQX 6101, NEWIRK, DE 19714-6101 

D?iDEBEHRIFG,IX. 
RI'IWRI-Mm 
P.O. BXX 6101 
-BUG. 500 
NlWQX, DE 19714-6101 

510(k) Xx K994296 
PHMEN3: 302-631-6567 

DADEBE-IRIG,INC. 
ATIN:-sm 
P.O. XX 6101 
QAsGawm. 500 
NEWGK, DE 19714-6101 

510(k) m K994341 
PI-KNEW: 302-631-6276 

DADEBEHRRG,lNC. 
lXCGm.DF92A 

510(k) IQ: KCW458 

ATIN: JUDY lazuans-m PENEND: 302-631-6280 
RT.896.GLAscmJBuxs.500 
NZNARK;DE 19714 

DADE-,m. 510(k) m: KOOO459 
CGID. DF96A 
A!rm: JUDY l.9zlmIs-BER[=ER pH=NEND: 305-597-5107 
ITT. 896,(=LAsotwm. 503 
NEbmK, DE 19714 

DEVICE:TWI'ALlXNB~~CAP~(IBC!T)FLEXREJGENT~ 
SEDECtSICNMADE:28-JAN-2000 

510(k) SW%WY AD FRX lT)A 

DEVICX:DIMENSICNSPEZIALPFCZEIN~ 
SEDExxs1cNMADE: Ol-MAR-2000 

510(k) SUtW@Y AVZULUUZ FXU FDA 

DEVICE:DlHENSIUiC%iFLEXFtElUNT~ 
sEDECISICNb?ADE: Ol-N?iFt-2000 

510(k) S&WRY AVAZAECE FRX FDA 

DEVICF~:DIMEZUSICN!CRNFFLEXREXEIVCRKIW~X 
SEDECISICNM?iDE:O4-FEB-2000 

510(k) m AVAIUCGZ FRX FaA 

DEVICRDIMENSIcNC3FLEXREGENCC?RrmXE 
SEDECISICNW+DE: Ol-EQui-2000 

510(k) SUtWGtY AVAILABN FIX&f m?i 

DEvIcE:~-KIT 
sEDJzcIS1cN~:0~-2ooo 

510(k) SLWAFU AXULABLE E lQA 

DEvIm: mINEBENxDIArzEPINEs (BENZ) t?cREmJm-w, a 

SE DECISICN t&DE: 17-AP&2ooO 
510(k) SUWARY AVAIIABW FRX J?DA 

DEvIa3: URINE BARB- (BAlqsamNFImRETxar~,~ 

SEDECISICNMADE: 03-APR-2003 
510(k) SLWAFtY AVAILABW lTCP4 YHW 
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DADE-,x. 
mKLDF9OA 
ATIN: JUDY z42INNIs-- 
Fe. 896, Gixsawn. !xlo 
-, DE 19714 

!JADEBEHlUK,NC. 
GPJD. DF 95A 
A!rm:JuDY l.%zawIa- 
RT.8%,-m.500 
NImmK, DE 19714 

DADEBEkmIx,m. 
oGN3. DF94A 
ATIN: JUDY l.%zmNIs-- 
RT. 896. -Hux;. 500 
-,'DE 19714 

lx!DEm,INc. 
DF 9OA 

m:JuDY PKzINNIs-- 
Kr.896,GL&3awBLKL500 
NEWiRK, DE 19714 

mDEBEHRIEx;,m. 
NJ. DF93A 
m: JUOY l4zImIs-- 
Fa.896,GmsawBuxL500 
Nm?ARK, DE 19714 

WDE-,INc. 
-m. DF92A 
A!rm: JUDY t.szmNIs-BEw=ER 
m.896,-Bu3G.500 
f-m?iRK, DE 19714 

DADEm,lTC. 
ATIN:PADAMEs RIESGO 
7739 rw 48 DsiYREm 
SUITE I20 
MIAMI, FL 33166 

DADFaBEHRIm,INc. 
m:-s- 

510(k) m: ICC0460 

PKNEKI: 305-597-5107 

510(k) m: KOCXM61 

PHXEiND: 305-597-5107 

510(k) m: ICC0462 

FWNEIW: 305-597-5107 

510(k) NJ: KWO464 

PKNEN3: 305-597-5107 

510(k) m: KCK0466 

EENEilD: 305-597-5107 

510(k) m: KC00467 

PI-KNE~: 305-597-5107 

510(k) m: XXX%49 
PIXNEIKI: 305-392-5639 

DEvIm: LRINEi I WlPH) -=-, 

SEDEC!ISICNMADE:14-AE'R-2OC4l 
510(k) SUMARY AVAITJWE FKN mA 

DEVICE: URINE rnIDs(rn)sa?EENFLM --,m 

SEDEXXSI~WiDE:O6-APR-2OCXY 
510(k) SUMNWY AVAXAELE FKM FDA 

DEsa~:~pHENcycwDINE(pB)-FLEx--,caTAz 

SJZDFXZCSICNMADE: 06-APR-2cm 
510(k) SUM&WY AVAILMU FKH FlXi 

DEvIc33:uRINEoPIATEs (oPI)szmmFLM~cAKIRIM;E,~m. 

SEiDECISICNMADE:14-AFR-2ooO 
510(k) SUMRY Am FKN FDA 

DEVIC3kURINE~ (MJTI¶-I)~FLEx-~,~ 

SEDlcxztS1mm:o599R-2m 
510(k) SWMRY AVAILAKE FfQ4 FDA 

DEVICFl:URINECZ!AINE~ (cm) SxzmmFLMm-, 

SEiDECISICNM?iDE:14-AP%2CKl 
510(k) SUMGRY AVAZJBLE !XM FDA 

DEVICE: SYSMEXA ~:cNANALYzER,~cR1500 
SEDExxsIcN~: 25-AEs2000 

510(k) SC&MARY AVAILMU FFXX FDA 

510(k) m: KKXB73 DEvIa3: - actwLwIa SYm (Bcs) 
EH3iE~: 302-631-6276 SEDECISICNMADE: 26-MAY-2ooO 

CZLASCNWINESS-; 
Bus 500 ?+f?uL mx 514 
P-0. BX 6101, NEXiAFX, DE 19714-6101 

510(k) SlBMRY AVAILAKE FRX FDA 



DADEBEHRIEx=,INC. 510(k) No: KOO1064 
Al-IN:-SAYASH PENEN3: 302-631-6276 
cXl?SCNBusINESS-; 
BLDG. 500 wJILm514 
P.O. BX 6101, NlWhRK, DE 19714-6101 

DADEB;EHRING,INc. 510(k) NJ: KM31067 
A!rm:HEBMxaS~ EENElND: 302-631-6276 
GLJ!S3SBusINEss-; 
BUG. 500 hmIL Bx 514 
P-0. EXX 6101, NWUK, DE 19714-6101 

DADEEim-mm,INc. 510(k) ND: XxX145 
ATrN:F?AmMEs RIcEsa H-KNEKI: 305-392-5639 
7739 NW 48 e!tnmET 
fGol?rE I20 
blI%lI, FL 33166 

DADEBEHRING,lX!. 
A!lTNzDCNNAAW&F 
Fo B3X 6101 
NEWARK, DE 197146101 

510(k) NJ: IUXU.256 
Pf-KNEXKl: 302-631-0384 

DADEEBGIt?Z,INC. 
ATIN:F@xxMEs FuEsm 
7739 rw 48 - 
sulIIE:l20 
MIAMI, FL 33166 

510(k) m: KO01645 
pIcNEN3: 305-392-5639 

D?!DE-, INC. 510(k) EID: KO01647 
ATIN:-SAYASH FHXl3N3: 302-631-6276 
-BUSINESS~; 
ELm. 500 laIL# mx 514 
P-0. RX 6101, NEWARK, DE 19714-6101 

DADEEBRUG,INC. 510(k) NJ: Koo2080 
ATIN:- RIEso3 F-3DiE.m : 305-392-5639 
7739 NW 48 b9IPEEr 
SUITE I20 
MIAMI, FL 33166 

DADEBiHFUlG,IX!. 
ATrN:-sm 
P.O. B30( 6101 
-BIDG. 500 
NTWWK, DE 19714-6101 

510(k) m: KM2541 
FT-DIEIKI: 302X31-6276 

DEVICE:- -a TIMES FlNATxzER (BCT) 
SEDEZISICNM?BE:21-.JUN-2ooO 

510(k) SWMARY AVAYWGLE FXM FTX 

DEVICE: DADE-mm- (Em) 
SEiDExZISICNMADE: 2O-JUN-2000 

510(k) SUWiRY AVAILBLE FFcM FDA 

DEVIL: SYSMEX ATJImwm ~a?~zER, l.mEL cadooo 
SEiDECISIcNMADE: ll-&!AY-2ooO 

510(k) SM474?Y AVAIIAEW FRX FDA 

DEVIC!E:aNlTFULPL?Bt?iN 
SEDEaSIcNM?clE:24-wu-2000 
510(k) SLBMARY AWILAEWi m FDA 

DEvIc33: SYam -a ANMx!?IER, l-szlxL CA-l.500 
SEDEXXSICNMADE: O4-AU%2000 

510(k) StM!ARY AWIIABTZ FXQ4 FDA 

DEvIa3: m PRxPEcsYm 
sEDX!ISI(;wMiWE: 26-SELW2000 

510(k) W Am F'F&M FDA 

DJWICE:BEHRlX oaA(xlIATI(3NsY~,Mx)ELEKs 
SEizaixxSIcN~:1~-2ooo 

510(k) SUbWAFU AWGLABLE FRX FM 

510(k) SUMWRY AWULAFZE FRX FDA 



snFPcmmADD=m Fmami-~ 
~F'IN?GDEZISICNSFlBDERED 

E=) 510(K) 2iUMMBS CR 510(K) - 
DuRIfGG~mo1~2m THFCXXH~~-DEG~CKIO 

16-JAN-2c 
Page100 

D?%DEE!EHEU&INC. 
Tms.MmEL4GO19uL. 4Gm9uL 

510(k) IQ: KDO2551 

m1PAlJLLm' PHXEfJ3: 408-239-2309 
3403YEm?iEmmKxl 
SAN JOSE, Cl 95161-WI.3 

DADEEGZRItG,lX. 
ATm:Falx+m RIESGO 
7739 fJw 48 l5zmErr 
5xlIm I20 
MIAMI, FL 33166 

510(k) m: KO02731 
PfKNEI‘D: 305-392-5639 

DmE-,INc. 510(k) m: KOO2804 
A!rm:-SAYASH FTKNEW: 302-631-6276 
GLASCXWEWSINESS~; 
F5LL.G. 500 l+mIL mx 514 
P-0. Em 6101, Nmam, DE 19714-6101 

lxDE-, INC. 510(k) X): KM32852 
ATIN:-sF?sAsH ElXNEm: 302-631-6276 
QASGOWBUSINESS~; 
BIDG. 5w MAIL mx 514 
P.O. = 6101, NmAm, DE 19714-6101 

DADE-,IExs. 510(k) hx): KM32974 
oFHEN-,a7A409uL 
Alm:PAuLLFams PKNEtCl: 408-239-2309 
3403!iEREAmENAm?!D 
SAN JOSE, CA 95161-9013 

DADEE?JZWRG,IX!. 
DF93A 

ATINzcnTHYPcRAFT 
P.O. BX 6101 
cTLA9xwm. 500 
NEWARK, DE 19714-6101 

510(k) t0: Koo3209 

PiXNEiN3: 302-631-6280 

DADEMIC!RXCW,X. 510(k) ND: K983943 
ATINzSHARXYNJLZX!XQI FiXNEN3: 916-374-8183 
1584EramstISE:IILvD. 
WEST -, CA 95691 

DADEMICRXCFW,lX. 510(k) m K983953 
A!I'lNzSHAFCWNJLEXlXX ?iT-KNEm: 916-374-8183 
1584EtaxmRIsEELm. 
WEST i9xXMNO Ca 95691 

DEmcE:EmT2oxl xcamixc~AsSAY,m2OOO~IcAcID~ 

sEDExxs1cNmDE: llx?zc-2000 
510(k) SMdXtY AVAILAEU F'RX FDA 

DEVICE:NLATEXEQ-MI~ 
SEDEC!ISIoNMhDE: 2W-2ooO 

510(k) SUM?@Y AVAIL4XE FRx FDA 

DEWICZ:NPRYlXNSTMDARDSL 
SEiDECISICNM?iDE: 05-0X-2CXXl 

510(k) SU%ARY AVAILMLZ FRX FDA 

DEVICX:N/TF%YIEINCXWlX&st 
SEDECISICNXADE: 27-NW-2ooO 

510(k) SUMMARY AVAXABLE m FIlA 

DEVICE:EMITTOX~ Assm,l4mEL7A319uL;EMIT~- 

SEDEcIS1mmDE: ll-mr-2ooo 
510(k) SUMMAFU AVAIMBLE FRX FDA 

DEVICE:URZBGWIATEs (OPI)SCZIEENFLEX~~, c.xcAuxm. 

SEiDEXXSICNMADE:O5-DEtC-2OilO 

510(k) SF&WARY AWULAELE FXM m!A 

DEvIa: MID PLuSPT+mL,~ 
SEiDECISICNMADE:18-??EB-2ooO 
510(k) St&WRY AVAIL?WX IXM FDA 

DEvIcY3: MI- PmSPANEL,vFaRxMYcIN 
SEDEcIs1cwblADFl:14-JAN-2ooo 
510(k) SU4WiRY AVAIUBLE mUX ImA 



DADEMICXXX!AN,INC. 
Atrm:w WATL 
204oExvImmIsEEILvD. 
WEsT -, CA 95691 

DAIG CDRP. 
XtlW'ICDDHXU'WNN 
14901DEvENJPL. 
MINNEMNKA,MN55345-2126 

DAIG CCRP. 
ATImPAuL OCWNELISQN 
14901DEVEZUPL. 
m,MN55345-2126 

DAKocmP. 
A!tTNzGREXU%NMMUF@AY 
6392vIARmL 
cz+E@a, CA 930x3 

DALEMEDIcnL -, INC. 
A!rm:JcxNC~ 
7 axxs ST., P.0. mX 1556 
l%mmrmE, &!A 02762 

DANEKMEDIcxL,Im. 
mRImw- 
1acoPYRAMIDpL. 
MEMPHIS, m3al.32 

DmEKi@zm!AL,INc. 
m:RImwTREHARNE 
1aooPYRAMIDPL. 
l+BmiIS, 'IN 38132 

510(k) ND: K993679 
pH3NE m : 916-374-3222 

510(k) m I(994334 
ETXtm No : 6l2-933-4700 

510(k) ND: KOCKW4 
ET-DE r-10 : 6X2-933-4700 

DEVICE:ALLUWCELEETHRXFDELIW%@SYSTEbf~, 
SE DECISICNMADE: 29-Nw-2ooo 
510(k) SWGRY AVAIIAEU FFCN FDA 

510(k) Wz K993957 
I?KNENo: 805-566-6655 

DEVICE: DAK0 l-EXKCL- lK%JSE ANPI-HOMAN - FBCEPKR 
SEDEXXSIONMADE: 03-MAR-2000 
510(k) SLNARY AVAIUBLE FlXH FDA 

510(k) XW: K.994300 
pH3NE N3 : 800-343-3980 

DEVICE: NASCGASTRIC !iium E?cxDm, mEJA 160 
SEDlX!IS1CNM%DE:10-FJZl3-2000 
510(k) iTHm5W. 

510(k) ND: K993810 
pi.KNEl No : 901-396-3133 

DEVICE: CD EEWIZON SPINAL4 SYW 
SEDEYZCSICNMADE: 03-FEE-2000 
510(k) SWWRY AVAILABLE FNN EDA 

510(k) N% x994122 DEVICE: KNE GRAET !mSHEzt, mm 9090114 - 9090118 
E?am m : 901-396-3133 SEDECISIoNMADE:18-FE&2000 

510-(k) SLWJGY AVAILWLEFFUNEDA 

DANISHDIXWSTIC. B A/s 510(k) mz IW1888 
ATrNz-5F Pmwm:4545768afB 
2970 I-r.xmx, 

mm. 
ATl%SLJSANEMAtWY 
5aOWlNtERSAVENUFi 
PW, NJ 07652 

510(k) m: K993531 
pEK%JE ND : 201-967-2229 

DA!Esamm. 510(k) No: K994157 
=I - 06&b#-O327, 06844-oo-0328, 06t34404329 
A!rlmI+l3rmmm Flx@?E ND : 973-244-6136 
15 IAW DR. 
FAlRFBW,NJO7004-3206 

DEVICE: MI- PLUSPANEL- H 
SEDEL.!IS1cNMADE:14-JiW-2000 
510(k) SUW?QY AVAIIXZB F'EUX FDA 

DEVICEi:ULTPA-FLEX IIs~~mm40~ 
SEiDEXXSICNMhDE:15-MAY-2ooO 
510(k) StJHGRY Am FIX% EDA 

&nxL#407509 

DEVICE: "UNI~bSXFLSYSO630 
510(k) SLWARY AVAIUBLE FTXX FDA 

DEvIas:PASSKm 2vITAT,Js1GNs&rcxmmR, mxL099a--Owx70-xx 
SEDECISICNMADE: l%JAN-2m 
510(k) SO&WRY AVAZABLE = FDA 

DEVICE: ~msum~sam. FCLYMIDE25CX!,34CCANO4oocIABANDPX7C1ESSCWI 

SEiDECISICNM?iDE:13-MAF-2ooO 
510(k) SLRNARY ALFCUBIE FIXX FDA 
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IlAIIlAsoDpE-. 
mL-GUIDEWIRE (175 CM), 
ATlN:JaNN ICXJ? 
15 IAW DR. 
E'MRFmD, NJ 07004-3206 

510(k) In: m0119a 
-mm 
ExlNEi No : 973-244-6123 

DATAsnBmRP. 
lxrIiN:JaANN WLF 
15 LW DR. 
F'AIMUm,WO7004-3206 

510(k) NZx Koo2365 
PzErNE Kl : 973-244-6100 

DATAsamocwp. 510(k) N3: x002949 
ToDATzHmE-8FR. IAB, 4ccc 

m:- IXLF FT33rE No : 973-244-6100 
15 L?w DR. 
FAIRFIEID, NJ 07004-0011 

-cQRp. 510(k) m: m3598 
ALTBIAB14CtC,M3DEL 068&030319, O-320 

lT.u?:JaANN Fx&F FHBE m : 973-244-6123 
15 IAW DR. 
~~~~~XD,NJ07004-3206 

DIeExm 
ATlwJcm KEm 
cmRE33BI~DluvE 
TExsama, MA 01876 

510(k) W Kooo168 
pI-rmEm:97- 

DATEx-(IEmDA 
ATm:DANIEL IYcaxmm 
mBm7550 
MADISCN, WI 53707 

510(k) ND: IU300186 
E?ENEND: 6Oa-221-1551 

DiYcExa 
ATIN:JoELcKENT 
'MREEHImm 
m, MA 01876 

510(k) 1u3: KOOO815 
PBCNENO: 97a44so460 

DATEXW 
iwllN:JoEL KENr 
'MREEHI~DRIVE 
', MA 01876 

510(k) NZ IUXOa82 
l?ixNE m : 97a-640-0460 

DATE!x-cmMEDA 
NOl)ANDA(XIESSCWIES 
xJ?rN:m Iam! 
THREEHIGBWXXJDRIW 
m, &n 01876 

510(k) IQ mnal4 

pM%IEm: 97a-64oam 

DEVICZ: DATASCDPE ~CKFEZERGUIDEWIRE (145CM),DWASCWENITI 

SBDECISICNMADE: X&MAY-2000 
510(k) SCM?ARY AVAIUBIX FKM FDA 

DEVICE:~PER3?,~~S cs2cmmBINIIIIIxucERsET 
SBDECISICNMADE:25-ALG-2000 
510(k) fiUM?JU AVAIUWE F'KM FDA 

DEVICE:bKXXF?t~~~~ PFmnE8FR.IAB,3m;mmcArIcJN 

SEDECISICNMADE: 2o(xTr-2000 
510(k) SUMARX AWGLABLE FlC%S FaA 

DEVICE:I PRJFIIZ8FR.ALTBIAB,346(11, DATwm~PR(XIIE8FR. 

SEDECISICNM7iDE: 21-DEXh2000 
510(k) SOMARY AVAILXW l?Rxm 

LnwI~:c!S/3cRrrI~cARE t.fXMCBWITH S-XXX%(A) 
SIZDECISICNMADE: l3-AE'R-2000 
510(k) SUMMARY AVAILABLE FKM Ef)A 

DEVICEi:DNEX-OBMEOA INCNEXCDEXJVEPYSYSIEM 
~DEXXSIoNM7iDE:1O-EEB-2~ 
510(k) StRWWY AVAlIABU F'KU FDA 

DEVICE:AS/3 ANESEE3I.A l4ZWI'Im wl?lM S-ANE99(A)/MQK99(A) 
SEDEXXSICNMADE: o&JuN-2000 
510(k) SUbMRY AWUIABTX F'FCM ?X)A 

DEWICE:DATEX-(XMXiCS/3~~~ 
SE DECISICN MADE: 05JUN-2000 
510(k) SDbMRY AD FM% FDA 

DEVIC!TZ:DATEXXHMEDA axPAcrAlxQw~uLEM-c4ImAND~(vERsIc 

SEDliCISICNMADE: 22At&2000 
510(k) SUM&WY AUUIABLE FX%f FDA 



DAlEx-, INC. 
ATIN:DANlELl IzcxsEDNAR 
cx-MEDADR. 
P.O. Em 7550 
MADISCN, WI 53707-7550 

DzYTExa, INC. 
lYlilWDAI;E THWIG 
1315 wEs!r czcNJmY DR. 
LcxTI~,o380027 

D, INC. 
A!rIN:ilcELcm 
3mHIGBi?XD DR. 
T!msSEc~;MAOl.876 

DAtIExw, INC. 
A!K!N:JoELclzEiwr 
3 I-II- DR. 
m, MA 01876 

l2lYmxa, INC. 
6E'LUSNhDVARIANTANEsMEsIA 

m:DANIEL Izfxmmn 
P.O. mx 7550 
MADIfxxv, WI 53707-7550 

Dzam-, INC. 
IY.rrwJaELKEMl 
3mmDR. 
'lm%mw, MI 01876 

DATEx-(IsMmA, Iw. 
AlIz?:- KosEDm 
CHMEDA DR. 
M?QIszN, WI 53707 

DATFEXW, INC. 
-EEEAND- 
m:JoEL lcflm 
3HIGEMmDR. 
T@XSBOM, &!A 01876 

DATEx-cx-BmA, Ix. 
XITN:m TBANIG 
X315 WE9 cIZNlWY DR. 
~~~ISvm.E,m80027 

510(k) I0 K993410 
PKNEIND: 6Oa-221-1551 

510(k) ND: K9935l.2 
FlxNENo:303-66&7001 

510(k) NX K9936Oa 
pE%mEim: 97a44o-mx 

510(k) m: K993656 
PJ3mENo:800635-6099 

510(k) m KWO275 

Pm@i ND : 6Oa-221-1551 

510(k) ND: KOo647 
Pf33Em: 97a-6404460 

510(k) N3t XI00706 
?%X.NEND: 608-221-1551 

510(k) ND: KOCO892 

FFKNElNo: 978-64oam 

510(k) m: Koo168a 
Pi%xW, Ml : 303-673-1367 

DEVICE:~AESlTVA~MRI 
SEDECISI~~E: 25-APR-2000 

510(k) SUMMY AVAIWXE FIXM FDA 

DEXICE:DA!l!EX-tXME?DATUFBAT 3oooPuLsE~ 
SE DECISICN MADE: 31-w&-2ooO 
510(k) SUbWRY AVATIXW FfMM FDA 

DEVICE: DATEx-fIxmmA NEl2sIPR - (WEL J!!rwLY M-NEl2srPR) 
SEDECISIQNN?4X:13-@R-2~ 
510(k) m 

SEDEC!ISICNMADEi:l2-APR-2m 
510(k) SUWARY AVAILMLE FFCN FDA 

DEVICX:DR3ZX~-AND~ 
SEDECISICNM?iDE: J.3-JL2000 
510(k) SLWBRY AVAILABLE FFCM FDA 

DEVICE:DATEX-CHMEDA AESTIm/5wlm7100~ 
SEiDECISICNMWE: ~-btAY-2000 
510(k) SUbMARY AVAIUEXE FXM EDA 

DEVICB:D?UXX-CBMEDA EEfGl.LKmIE,*EEGANDm- ETGHEXEQX, N 

S!ZDECISICNMADE: X-JUN-2000 
510(k) FXMGRY AVMMEU F'lXX FDA 

DEVICE:DXCEX~TJFESXC 3oooFuIsE~ 
SETDETCISICNM7iDE: 3O-JUN-2000 
510(k) sSUhMRY AXUIXLE FECM FDA 



DlxrEx-, INC. 

Iitckcm KENr 
3 HI& DR. 
!fmmmRY, MA 01876 

510(k) bn KW2158 

FHZXiEibD: 97a-6404460 

510(k) ND: KOO2478 

ATm:JoELcKENr PEx.xIENo:97-60 
3 HI- DR. 
!c%asmY, MA 01876 

DATEX-, INC. 
Alm:DANIEL Iuximmm 
OBMEDA DR., 
P.O. Em 7550 
M?lDIsas, WI 53707-7550 

510(k) IWz I<002878 
m ND : 608-221-1551 

DAVIS B&DAVIS, LTD. 5lO&)$x 1~301463 
TsITN:uARK SMITH : 816-86W3711 
l24E.MISWURIAVE. 
I(ANsAs CITY, I43 64106 

DAK&, INC. 510(k) No: KM)3790 
5552000, 5552001, 552002, 5552003, 5552004, 5552005 

ATINLUCINDALFQX FfcmNo:401-463-7m 
SIJRSIDIARY OJ? C.R. BARD 
loo - - 
(Ixtmsm, RI 02920 

DAK&, INC., SUB. C.R. BARD, INC. 510(k) N.x KO03674 
L-I-IxxTIP,~MTsPAIuLATIP,~LEm,BwTrP 

i&!lTN:RvMcFoRmaDT PEDlEN3: 401-463-7000 
loo m - 
CRANSIION, RI 02920 

DBASYoS-ffWSINC. 
m:-SXAHAN 
555 EmI SEIEEI', N.W. 
-,Dc2ooo4 

510(k) Iw3: K992467 
PI-KXQEW: 202-637-5794 

DEISUSSA-NEYD=,INc. 510(k) Wz x993514 
ATIN:!HZ4SB~ pH.TxE No : 800-243-1942 
65WFSTDDDLYlWNRD. 
-,cTo6002 

~ADDREssLImFoR~-~ (S-V 510(K) fkmw@Bs CR 510(K) - lcJAN-2c 
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DEvIC5:s/5(xm4zrCRITICALcaRE ?.nwImmS--00C03CWS-00C04SOFI 

SEiDECISIWi MADE: 06-SEF2000 
510(k) SuliplAIiy AVAILABU = FDA 

DEVICE: S/5 CXZiPACTANFSTWSIA I%NITOR~ s-WAO~, S-OOAO6. GooAo7, 

SEDEKZSI~~E: 05-N%2000 
510(k) SUMARY A- = FDA 

DEVICFsDATEXdZlMEDA D-Tfir.Pms ANlFamsIAmzER 
SEDmIs1caMmE:21-SEP-2000 

51O(kj tZWFARY AVGLii m FDA 

DEVICE: taxmum~~R~~1~cclLIxlR~,~~O156 
SEDMIISICNMADE: 16-JUN-2000 
510(k) SIATMWT 

DEVICZ:DAWLXd?lREMt rxmamz)PIC IRRIGATIm SYW, &smETs 5551oo0, 

S'EDECISI~MADE: 22-DEG22ooo 

510(k) S@@?ARY AvAILABLe = = 

DEVICE: NEztt-mra R~sABU~~ICAL~:J-IKX%(TIP 

SJ3DEZCISI~~E:O8-DEG2~ 
510(k) SOMt@RX AVUIABIE m FDA 

DEVIC!Ei:WGCLEAR mREvIEwsYm 
SEDEXZISICNM&DE: 10-FEB-2000 
510(k) SLM?W AvAIL31BLFI FRGf = 

DEVICB:DEFINM!E 
SEDZXISIONIQDE: 24-FE%2000 
510(k) S'nmmEW 
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DEWSSA-NEY DEMAL,IhC 
XITNzANDF?EWJP~ 
1065 S.W. 3OIfIAVE. 
D~BFpcH,FL,W2-8193 

DE&MAR MEDICZGS?f=,=. 
IxrlN:ED CRESPIN 

iii&i?% EE? I 

DENTALALLOYpAoDucTs, INC. 
m:mNEY GuYTm 
ll9ommLo~ 
cr2mtx, a 90220 

DENrALALT-oY -, INC. 
AmN:lxmmY GlJY!.m 
1190 M?irmo PIACE 
(3zmlm, CA 90220 

DENCALALUR -, INC. 
zcM!N:m GllYToN 

---TEE -, 

DERIRLALXOY -, INC. 

E:EX 
alm?KN, c!a 90220 

DENBLALLOY -, INC. 
ma- 
ll9OM?mT-OPLAcE 
crz&mm, CA 90220 

DEmAL sYsrFMs.m, INC. 
ATm - DOI 
1187 mmmm mm 
HEZIIMWJW, FL 32746 

510(k) t0 K993897 
PtKBEN3: 954-429-2886 

510(k) No: KM1317 
PfKNEND: 949-250-3200 

510(k) m -2298 
PEENED: 310-637-9711 

510(k) m KG02299 
FHxEi m : 310-637-9711 

510(k) N: KOO2300 
PHmFl m : 310-637-8711 

510(k) NZ I(002301 
PHzm m : 310-637-9711 

510(k) No: KOO2302 
FTiKSEN3: 310-637-9711 

510(k) mt KOO2925 
FIpI%IIEIx): 

DEttC&~OFAMEUCR,INc. 510(k) ND: KOCXB94 
RELBSE'B2, B3, C?, D3, bB, F@Tf!MPm 
ATm:AtfImNY SIRAGUSA pKEJENo:909-270-0606 
217 IZWIS Cl'. 
oclFumA, CA 91720 

DEVICZ:~ 
SEDEcIS1CNMRDE:1O-JAN-2000 
510(k) ,smtmmn 

DEVICE:ARIA 
SF,DECISIoNMADE:21d.L-2000 
510(k) SLBMARY AXULXLE FXPl !BA 

DEvIcE:suPER1 
SEDEC!ISI~MADE:24-AuG2~ 
510(k) smTB%XC 

mccEt SOPER 3 
SEDECISICN MADE: 08-SEZ-2000 
510(k) t+mmHEm 

DEmcE:SuPER6 
SETDEYZCSICNMNE:26--SEP-2000 
510(k) STAmGHC 

DEvIa3:suPERl2 
SEDFXISICNMADE: 08-SEZ'-2000 
510(k) m 

DEVICE: Su!?ER14 
SEDEKXSICBJMADE: 26sEp-2000 
510(k) m 

DEVICE: oZlXBUJaTRINGLI= 
SEiDEXXSICNMADE: 20-DJX-2000 
510(k) t%mmm?T 
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60x335 
iTIN: WILLIAMTUXJSINS 
901WEST-ST. 
DESBXNES,IL60018-1884 

D3iNE%LYm 
- 9200 PLUS ami 
ti:WTCOUSINS 
9Ol~CWXlNST. 
DJBPLAINES, IL60018-1884 

DEN!SPLYINI!L. 
2c,Al0402,Al0403,Al0401 
ATlN:w-JLLINT~INS 
9OlWEiSl?aAIcx3NsT. 
DJBPLAmES,lL6OOla-1884 

DENKZLYIWL. 
ATm:P.JEFFERY LEHN 
570 WEST OXLEGEAVE. 
YCRK, PA 17405 

-m. 
ATm:P.JEFFmY LEHN 
570 WEST CULEGIZAVE 
YoRK,PAl7404 

-INI!L. 
A!rm:P.JEFEmY IX-IN 
570 WEm CXLEGEiAW 
YCRK, PA 17404 

DEPIL?L%G~XXPL!L'D. 
ATIN:MARIo LucAlnrsso 
Il.2 ST. JAMFS’S SquARE 
LlINXNSWlY4RB, 

DEPUYZXZKMED 
AInN: LISA GILMAN 
325 PARAXXW DR. 
RAYNHAM, MA 02767 

510(k) ND: XxX269 
FJIENE ND : 514 337 1444 

510(k) m: K994211 

lxx&E No : 847-640-4924 

510(k) No: I(994285 

FT?mE ND : 847-640-4924 

510(k) NJ: KOCOll2 

FFDJE m : 8474404924 

510(k) ND: KM30169 
pJzzKm3 ND : 717-a45-75ll 

510(k) m Kooo996 
pr-mEI m : 717-845-7511 

510(k) NJ: KOO2387 
pJz%mE m : 717-845-7511 

510(k) ND: KOO1990 
PEnE ND : 440 207 8496120 

510(k) m: XXX105 
lT33ENO: -287 

DEVICE:DEWXNQICTIPFfXX%SISANDDEtWXMMXCTI-A-C 
SEDECISICNtGDE: 21-JW-2000 
510(k) StMARY Am FFKN FDA 

DEVICE:--caMERAm, &KXGLS 023545, 601111, 300407 

SEDEXXSICNMADE:~FIB-2000 
510(k) SUN4hRY AKUIAEGE FFKM FDA 

DEXICE:ORTHXUX92~,ORYXXUX92~PLt& - 9200 CEPB, c 

SEDECISICNMiDE:14MAR-2m 
510(k) S&WRY AVAZAEKE FIMM JXGi 

DEvIa:-- Iv,KgELsA1222B,A1223B,A1221B,A1121B,A122 

SE DEK!ISIC@J FADE: U-APR-2000 
510(k) St&WARY AViYWBLE F'KM FDA 

D?WICE:NOPIK) -sPlkXCEwIfM FLUXUDEANDTRI~ 
~DFCISICNM&DE: 24-M?%2000 
510(k) SUWMXK AVAILABW FXM J!DA 

DE~VICX:TRDEBTEDENKJRECJJEAN~KLI~~ 
SFtDEK!ISIckJMBDE: X-JUN-2m 
510(k) tSWN?Y Am FKM FDA 

DJWIG%CCXECRT~~SY~ 
SEDBZISICRT~E: 2&sEp-2000 
510(k) SOMARY A- FKN FDA 

DEVICE:DEPILASEYZGKASE ND:YZGLZiSERSYmAND- 
SEZDECISICNMADE: 23-CCl-2000 
510(k) SuMMAEiy AVAXAEU ?ZtX FDA 

DlWICX:MXSMIAMI6.35FM~SY~PEiDI~ANDLAMINARI-BXKS 
S!JDEK%XINMNX:24-APF-2000 
510(k) SUMWRY Am FlXX FDA 
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DEPuYAcLxmD 
A?DJ:KAREN JORCZAK 
325 PAFAMXM! DR. 
RxiNim$ M& 02767 

510(k) ND: KOOl340 
mN0: 5OE?-82%3704 

DEPUYACXNED 
A!!TI%KARENFJUFUXAK 
325 PZWMXJNS DR. 
IWNBAM, MA 02767 

510(k) No: -1372 
pKkIEN3: 508-828-3704 

DEPUYACXNED 
A!ITNzKARENFJUlXXAK 
325 PARAMNMC DR. 
IWNmM, MA 02767 

510(k) No: KOO1470 
FWNENO: 508-828-3704 

DEPUYACXMED 
TIcNscREwsANDsAa?AL~ 

510(k) No: KOO2607 

AtI'JWLIsA GILMAN n=n~E EK) : 508&Q-8287 
325 PARAMXIW DR. 
FWNUAM, MA 02767 

DEmYI3rxaml 
A!rIN:m Mass 
325 PARMXNT DR. 
IUZNHAM, MA 02767 

moPm1CS, INC. 
Alzmk- - 
700(m!imPAED1cm 
P.O. Em 988 
w?iR!sw, IN46581-0988 

DEFuYczumPAEDICs, INC. 
A!l?INzMARCIAJABENI'Z 
7OO~PAEDICSDR. 
P.O. Em 988 
ilARSmJ,rN46581-09~ 

DEFUYfXIBXAEDICS,~. 
ATTN:aEERYL I-Jrsmm 
700cxtmma01cDR. 
P.O. Box 988 
wARsHd, IN46581-0988 

510(k) m KOO2733 
EHSJENO: 508-828-3704 

510(k) No: I(901534 
FFmEi m : 219-371-4903 

510(k) IW: KOO3421 
FiXNEN3: 219-371-4944 

510(k) IQ: K9944l.5 
Pxxa No : 219-371-4901 

DEPUY~PZGDICS,INc. 
ATIlN:- HASTINGS 
700 CWIX)PGBIC DR. 
P.O. Em 988 
WARSAW, IN 46581-0988 

510(k) ND: KOOOl72 
ITENENO: 219-371-4940 

DEVICEi:STACXWXWSY~ 
SEDECISICNMADE: 2&JUL-2000 
510(k) SUbWiRY AWQLAELE FEUX FDA 

DEXICE:EhZLINKC%XS~ 
S?aDEXXSIoNMADE:27-.XJL-2ooO 
510(k) SUbMARY AVAIUBLE FlXN FDA 

DEiVIa:E-ZLINKCBXSOXWXR 
SEDElcISICNMADE:O4-AW-2~ 
510(k) LXlWARi AVAILAEU FX.M FDA 

DExrsr xxs MI&MI 6.35.m PCQ SYa m L5cFcws, RzrmxmL REDUC 

SEDEXXSIoNMMX:l%SEP-2000 
510(k) SubMARY AVAIIAEZLE: FiTX IQA 

DEvIa3: SUMMIT CxcIPm m-c (om) SPINAL SYSTEM 
SFtDJXISICNH?iDE:15-DEG2~ 
510(k) SUbMARY AVAIIXU FIXM FIlA 

DEVIG%PINNACLE -sYw 
SEtDEcISI~MADE:XibJUtG2~ 

510(k) SObWRY AVATUEXE FTUX EDA 

DEXICE:DEiFUXGSTEXSYS!tTN 
SEDECISICX'TNADE: 01-DFG2000 

510(k) SU@MY AVAIUBLE JXt.4 BDA 

DEvIm: MrnFmm ctlcss-m --WLINERS 
SE DM=ISIm ME: 03-FJB-2000 

510(k) ,!XUWWf AVAIJXm IXM FDA 

DEVICWDELPUY azwmuRDNI~~KNEEPfMS?HESIS 
SE DEcISI@I WE: 03-FE&2000 

510(k) .SUW?W AVAUAEW FHX FDA 

I 
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DEEVYOKlB3PAEDICS,ItC. 
A!l'INzMARCIAJAFtENIX 
700 cX?IHX'mIC DR. 
P.O. mx 988 
wAl?sm, IN 4658143988 

DEF'UYCXU.WPAEDIC'S,INC. 
ATIN:- ia!amwm 
700 cXBIX?~IC DR. 
P.O. Eox 988 
wARSAw,IN46581-0988 

DEHlyCXUWPAEDIC3,INC. 
ATTN:~csAuLL 
700 CFUHXAEDIC DR. 
P.O. Eox 988 
wARS4, IN46581-0988 

DEmYcxl!mPAEDIcs, INC. 
zaTN:ARTxNEcs?mL 
700 (XMFAEDIC DR. 
P.O. Kz 988 
wilPsw, IN 46581-0988 

DEEmcxuxmEmCs,INc. 
ISrlWMARCIAJARENIIz 
700 WlWPAEDIC DR. 
P.O. Enx 988 
wlQ?slw, IN 46581-0988 

DsmY(x?n%3PAEDICS, INC. 
A!rm:- FMITAIW 
P.O. K!x 988 
wr+FGw?, IN 465814988 

DEFmczsaxmmI~, INC. 
XiTNziBRCZLAJ~ 
700 C%UFIX'AJ%)ICDR. 
P.O. Em 988 
WARSAW, IN 46581-0988 

A!m?:JAtWt'G~~ 
700 cX!LHX'AEDIC DR. 
P.O. Kx 988 
tm?SFW, IN46581-0988 

510(k) rx): KC%0207 DEVICE:~PFXBIGYHIP~IS 
FKNE No : 219-371-4944 SFiDEL'ISICNMADE:o4-FE&2~ 

510(k) SUMMY AVAILNXE FFXM EDA 

510(k) m: -306 
PIxm m : 219-371-4903 

DEVICE:PINNACLE Ac.mmmmsYm 
SEiDECISICNbTADE: 23-MAi-2000 

510(k) !XMAlX AVAlUEiU FFXX FDA 

510(k) ND: Kooo392 
EJI-KRE ND : 219-371-4904 

DEvIaz:REsFcN~2OOOHIPsT!EiM 
SEDECISI~MADE: 24-APR-2000 

51Ojk) ?.%WKWY AVAIL?!! ERX JTDA 

510(k) No: xMx3432 
EMXE N3 : 219-371-4904 

DEma:FaSKNSE2cGO~ HIPiYrEM 
SEDECISI~MADE: 24-APR-2030 

510(k) SUM?iRY AVAIIAEW FRX FDA 

510(k) No: -575 
Ff-nE N3 : 219-371-4944 

510(k) ,SUMhRY AVAILMLE ?TlKM l!DA 

510(k) m: KCX%58 
pJEm m : 219-371-4903 

DEVICE:ERSRADIALHEAD~ 
SE DECISION WDE: ll-MAY-2000 
510(k) SUM?ARY AVAILABW FRX F13A 

510(k) No: XXX277 
pI43NE ND : 219-371-4944 

DEVIC33:-~oup~~ 
SE DEcISIcN MADE: 23dJN-2C?30 

510(k) SLJWARY AWIL?BLE F'F8X FDA 

510(k) hK): KOO1451 

PEPSNE Pa.3 : 219-371-4907 

DEVIC.Z:XNFI~ON'T0DEPUY a3bVrOURUNWIS 

~DECISICN MADE:18Mw-2000 

510(k) S AVAnZBLE FKMFDA 
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DEPUY~AEDICS,INC. 
ATm:ci?dEwL - 
P.O. Exx 988 
i@iRSAw,IN%5al-O9aa 

DEFVYWIXIPAEDICS,IW. 
ATTWMARCIAJAWBTZ 
P.O. Ecx 988 
WARSAW, IN %581-0988 

DEmJYCRnmP~I~, INC. 
ATIWMARCIAJAREHI'Z 
700 CRTHX'AEDIC DR. 
P.O. BQX 988 
lGiFw+w, IN %581-0!388 

DEPOY -1cs, INC. 
PfrIN:ARLENEcsAuLt 
700 OR'IlBPAEDIC DR. 
P.O. Kz 988 
rmRSAw,rn%581-09aa 

DEPUYCHlHXAEDICS,I.NC. 
ATlNz~JAREXl'Z 
7OOczstTmPm1cDR. 
hI0. mx 988 
wARsAw,IN%581-09aa 

DEWY oPAEDICS,It'JC. 
ATIN:-CSAULL 
700cxcrmPAED1cDR. 
P.O. Fm 988 
iiARSAw,IN%581-09a8 

DEEVYCXUFK)P~ICS,lNC. 
NT!NzCXBRYLKHASFIh= 
7oocxumP~IcDR. 
P.O. Em 988 
WARsaw, IN %581-0!388 

DEE'DYOFClXlP~Ic!S,~. 
ATlNzMARCIAJMEWZ 
700 WlBXAEDIC DR. 
P.O. E!ox 988 
wx&W?, IN46581-0988 

510(k) ND: KOO1523 
FFmEi m : 219-371-4901 

510(k) No: MO1738 
pH=G\IE No : 219-371-4944 

510(k) ND: K001778 
F!i-Km I93 : 219-371-4944 

510(k) ND: KOO1982 
PI-DIE m : 219-371-4904 

510(k) 1uD: KM11991 
pH=NE I93 : 219-371-4944 

510(k) r0 KOO2441 
PHONE ND : 219-371-4904 

510(k) No: Koo2883 
FFmE m : 219-371-4901 

510(k) m: Koo3235 
PKFiENo: 219-371-4944 

DEVICX:ULT'IMA MErD%-m--cup 
is3D.rcczSIcNMADE: lO-AUG-2000 
510(k) SUM?ARY AVAIIABW FFXX l!DA 

DEVICE:DEEUYREsMIlE oRTFmI~IcsoFTTISSuEIMmANT 
SEiDEXXSICNMADE: 27-D=2ooO 
510(k) iTtM!AW AVAIIABLF: FEMM FDA 

DEVICE:~PXtXGYHIP~IS 
SFaDECISICNMADE: 07--JUL-2000 

510(k) SUbWARY AVAILMLE = EDA 

D?3VICE:TTU-LLxxHIPSI'R4 
SEDECISICNMADE: 26-JUL2000 

510(k) SLWW?Y AVAIIXXE FXM m 

DEWICBTITAN KxxxnmHIP~IS 
SEDECISICNMADE: 25-AW-2C00 

510(k) SNGRY AVAIIXUi FlXt4 l?DA 

DEVICF,:JTENNIKHIp~ 
SE DECISION FADE: OldXE'-2000 

510(k) SUM!?W AVAILNXE FFuX FIlA 

DEVICE:PINNWLEMEXN.AN-blETAL~cuP~ 
S!3DECISICNMADE: 13-CCT-2000 

510(k) SUMWRY AVAILNXE J?RX FDA 

DEVICEk PE.R.1. II KNEZ m SY= 
SEDECISION MADE: 06-NCW2000 

510(k) St?&MRY AVUIAELE Fmd FDA 
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DEEuYoPAED1a, INC. 
zxrIN:- - 
P.O. FKX 988 
mFtszW, IN46581-0988 

DEPUYCXUHXBEDICS,INC. 
ATTNzMARCIAJ~ 
700 CIKIFKF~IC DR. 
P.O. Fm 988 
iaasAw, IN465816988 

DEE'OY,INC. 
ATIN:AFam!3csAuLL 
700 -1C DR. 
P.O. Box 988 
WARSIW, m46581-0988 

DEFUY,INC. 
A!LlN:JANEX'GJCXlNKN 
700 CRTHX'AEDIC DR. 
P.O. mx 988 
WmSAW,IN%581-0988 

DlBBUIESMEllIcazl~,INc. 
A!rIlN:DENIsE BFSIWICK 
1011 S.W. EHKXY DR., SUITE 104 
BmD, OR 97702 

DESCHUEBMEDICALPXDUCTS,I=. 
XLTNzDHVIB F!ESIWICX 
1011 S.W. INKAY DR., SUITE 104 
BEND, OR 97702 

DETAXCBBH&tD.KG 
A!MN:BAmY HAT3 
7707 E. 201 !EXRR 
BELTON, m 64012 

DBDHEAtTHcaRE~. 
zaT!N: Illsmma WEINSTEIN 
CmbmDIsc%JSl!. 
WzmEwmE,NYl3163 

DBDHEiAL~-. 
A!pm: IaTmmcz WEINSTEIN 
~MADIXNSIREET 
WAWWDLE, NY 13163 

510(k) to KCX33523 
?2mttE 1uo : 219-371-4903 

510(k) p33: IUN3797 
lPrxNE m : 219-371-4944 

510(k) ND: K993465 
FTENEIQ: 219-371-4904 

510(k) I\Fo: KOO1922 
FENENO: 219-371-4907 

510(k) NZ K994079 
FTKNEE: 541-385-0350 

510(k) hlD: XX)2329 
l?fDJEiND: 541-385-0350 

510(k) m: IQ94012 
PI-KNEm: 8X-322-4641 

510(k) 1\x): KO02768 
JTKNENO: 315-363-2330 

510(k) ND: KG03146 
PHONE m : 315-363-2330 

DEVIUZ:DEPUYPINNMXJZ~~arP~ 
SEDFCISICNM7QE: l3-DFXL2000 
510(k) ST&NARY AVAILAEILF, FRaM Fl3A 

510(k) SUhM?@Y AVAILMXE FRX FDA 

DEVICX:DEFUYZC?Z~ PERI-ARTI- EUXLE 
SE DECISION&!ADE: l-l-JAN-2000 

510(k) SUMhARY AVAIIAEU FXM FDA 

DEVICFsDEtE'UY NEOFXEXPIPETGER 
SETDEZISICNMADE: 29-AUZ-2ooO 

510(k) SOMARY Am FTXM l!DA 

DJZVICE:REFLZX -SYSTEM 
SE DEZISICNMME: 01-M?&2000 
510(k) SQ+!ARY AVAIUBTE FXN FDA 

DEvIla: PELW GELlBxNvIGINALPEssARY603-608 
SEDECISICNMADE:18-=P-2000 
510(k) SUMXRY AXUIAELE F!FXH FDA 

DEVICE: m, &SXXL 02693 
SEDECISICNMADE:16-F'EB-2OcX) 
510(k) S'mBBTC 

D?NIa:ACAPEUA 
SE DEXXSICN MADE: 05--2000 
510(k) SOMARY AVAILAEU F‘XM FDA 

DEVICE: czLmmL0 -sJ?m 
SE DECISION MADE: 21-NYV-2000 
510(k) SUbMRY AD FRX FDA 
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DIXXXUlG.INC. 
A!l'INzBFU.&FMiCKKER 
815 -m AVE, N.W. 
SDITEi200 
-,M32- 

DIMXSTICCXMIC7iT.SL'ID. 
ATI!N:KAREN - 
16 - iZCREE2 
WEsTFKlYArm -PARK 
s, P.E.I., 

DlXXkSTIC~~L'I!D. 
ATIWKAQEN- 
16 I%mwILU STREET 
-, 

DIXXXCICCHEMICALSLID. 
30 
zxrm:KAREN a+TamEa 
16 - ETTREEZ 
-, 

16 - t3TREEC 
-, 

510(k) No: K994356 DEVI(X:JJMNOZT 
mm3 m : 202-785-4747 SEDEXXSICN~: 23-FEE!-2000 

510(k) SUM!ARY AVAILMLE = FDA 

510(k) No: K993920 
FENEIN3: 902 566 1396 

DEVICE2 -L3KAssAy, - NUMEER 273-30, 273-17 
SEDEfxSION~:18-JAN-2ooo 

510(k) .TlmmwT 

510(k) VJ: K994035 
PEDNElNo: 902 566 I.396 

DEVICE:IHUMXXPDRINARY~ SCREEm,mEL.790-01,790-15 
SEDECISIONM?iDE: Ol-FEE-2000 
510(k) SlMARY AVAIL?BU FXM FDA 

510(k) Iw: K000055 
pHDNEND:902 5661396 

DEVICE: B ASSAY, MYXL 221-30, 221-50, 221-17 
sEDJXISICNMADE:1ad'EB-2000 
510(k) SmfmENr 

510(k) m mua5 

l?rK%lE FD : 902 566 1396 

DEVICE:?QMNIA-I3K=,mEL263-17, -L3Kw,M3DEL263- 

sEDECISICNMADFi:O2-JUN-2000 
510(k) SlXmGNT 

510(k) hlD: KM11286 
pH3NE IKI : 902 566 1396 

DEVICZ:EZHXGI3KASSAY, MXEXS 273-30, 273-17, 273-10 
SEiDEcISIcNM&DE: 2O-JUN-2000 
510(k) S!MBBNT 

510(k) No: Koo2354 
EmEm: 902 5661396 

DFXCCE:CAREVXDIcacIDE-L3K-cASSA!f,MXELS28&~AND28&8o 
SEDECISICNbBDE: 26&E%2ooO 
510(k) w 

510(k) ND: K(B2694 
pK3NE ID : 902 566 I.396 

DEVICE:UPEA-UK=, - NUMBER 283-17/30 
sEDECISIC@JMADEi:15-SEP-2000 
510(k) sIRBm?r 

510(k) No: m3093 
Pf%mE NJ : 902 566 I.396 

DEVIaZ:m m ASSAY, l4.3XLs 328-17 AND 32&30 
SE DECISION MADE: 27-MX-2000 
510(k) m 



. 



-mmmmmcDRHmm (W 510(K) m CR 510(K) - x-JAN-24 
KRF'INALDEXXSICNSFtENDFiREDDURIZTHEF'FRICD 01-JA&2000~ 31-D-2000 Page 113 '" 

DlXWZ'ICPiWXCTScc%zp. 
ATIN:EDWAWMLElVINE 
57oOwEsT96'rHsI. 
ImAmELES,CA90045 

DIXNXlTCPXEUCTSCXRP. 
A!lDkEDW+RDM- 
57OOw?s'I!961HSI'. 
LfxAmELEs,ca90045 

DIRXXlTICWa%ze. 
cm 
X.ITNzEEWGDSMLEVJXQ 
57OOwEsT96'mST. 
Los AFz!zms, CA 90045 

DIXNXMCSYSTEXS~ 
ATm:JcsN c3Ass 
445zBDI~~HLvD. 
-, TX 77598 

DlXXEfMCSY=B, 
zel!N: MICHAEL (RusrY) NICAR 
445MFmcziLa!rmfiRKL~. 
wmmm, TX 77598 

DIBEDIX~ 
A!rm:LYNNE l+7Mmlm 
214ONXIl-IMIAMIAVE. 
MI?w,FL33127 

DINBDIXOCWP. 
mI!N:LYNNE sI?HLING 
214ONXIFIMIWIAvE. 
MIAMI,FlJ33l27 

DIWEDMUXE'. 
ATm:LYNNE - 
214O~MIAMIAvE. 
MINqFL33127 

DIZiMEDIX(X%IP. 
KI!m:L;yNNE sI?RLIM: 
214OI+X!EIMIAMIAvE. 
MmMI,FL33127 

510(k) Imz Ko257 
H3oNEIW3: 310-645-8200 

510(k) rX3z KOOO463 
F?XN!XE: 310-645-82OQ 

510(k) ND: KOO3372 

pHJNEN3: 310-645-8200 

1510(k) No: X101086 
PIXNEIW: 281-332-9679 

1510(k) NX IQ302128 
FTXNEND: 281-332-9678 

510(k) 1uD: K994424 
PI-KNEm: 305-324-2354 

510(k) ND: x001707 
lXK.X4Em: 305-324-2354 

510(k) NJz Koo1767 
PEKXEND: 305-324-2354 

510(k) 1\Fo: XXX875 
pH%rlE m : 305-324-2354 

DEVIC!E:lN4ULEE2~PAP,~EL.SL2KE'A2,L2KpA6 
SEDM=ISICNtG!DE!: 23-E'm-2000 
510(k) SUWBY A!fAEAXE FlXN FDA 

DEVICE:lNWL?TEH.~IGGAt'lD~ 2000 H. PYKBI 1(x: 
SEZDFCISICNPi?+DE: 01~2m 
510(k) SUMGRY AVAIIAEE FXN FDA 

DEVIC!E:IMMULZ3HIGHSENSITlYlJYCRF, lmmuLmE2OOOHIGHsENsITIvITy 

SEiDECtSICNMADE: 26-DE%2000 
510(k) SLBNARY Am ?XXM FDA 

DEVICEi:FREE~E!NZYME~, mEL DsL10-4900 
SEDEKZSICNMADE:1844W-2000 
510(k) fiUM&WY AVAZAELE FRX EDA 

DEVICE: ACTIW INHIBIN-AELISA,KDELDSL-lo-28100 
SF,DECtS1oNMADE:05-DEC-2000 
510(k) SUMW?Y AWULARLE FIMM FDA 

DEVI~:DTAMEDIXI~~NA~SY~ 
SEiDEKXSICXVM??DE:1&E'EZ-2m 
510(k) SUbNARY Am FR34 FDA 

DEVICZ:DlBlEDlXIS-DIGMCaVNRE TEsrsYm 
SEiDEJCISIcNMADE:O7-JUf,-2OOO 
510(k) SUhMRY AVAIIABW FFT% J9A 

DEVICZ:DIWEDlXIS-CNV I@SC?W!UFE TE?s!sYsrEM 
EiEiDECISIONMADE: 07-Am-2000 
510(k) SUtNAFU Am ERX EDA 

DEVICE:DIt!MCOIXIS-RUE@U.A IGMcApruRETEsllSY~ 
SEiDECISI~YADE: 21-AW-2000 
510(k) +SLRWW AVAIIAEU FRX J?DA 
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DIAMEDIXUXP. 
ATm:LYNNE - 
214ONCRIHMIAMIAVEL 
MIAqFL33l27 

DI?XDEW,INC. 
ATlN:hlEE!F l?Asxm 
695 sami - DRIVE 
ANAHEIM, CT+ 92808 

DZCAXRININC. 
AlIT!N:JUD~JSMITH 
9175 GlJlncm RD., SUITE 100 

ggg$!ngE!% -, - A-- 

DIASCRININC. 
ATIWJUDITHJSMITH 
4029 c-lAFscYr’s FLIGHT ml! 
ExLIaYrrcITy,MD21042 

DIcxINscN,ANDCQQ'AW 
m:BRADm sPEubE 
7r.MmIcNm 
SPARKS, l4D 21152 

DIDEXB 
zxrlN:mINA lxImNs3 
49 FTAIN i3lcmn 
mmn m, m 02760-4153 

510(k) m: Koo2262 
HDNE m : 305-324-2354 

510(k) bm x993129 
lTYKN3 No : 714-637-7483 

510(k) W: K993291 
PIENENO: 301-497-ooo5 

510(k) m IO1118 
FTCNEm: 410-313-8003 

510(k) m KO02165 
PENEIW: 410-3X-4206 

510(k) IQ KOOl.388 
TENEm: 508-643-0434 

DIDEOD S.P.A. 510(k) 1\x): K991737 
.O.) INFAW- I?33ILmmoxY- 
A?xN:BARRY SW FKNENO: 781-684-9201 
16OllBAEJEmEMAD 
I.Gmfmf, MA 02154 

DIDMX) S.P.A. 510(k) ND: KOO1021 
.O.) IIwAwr~FIBHE~-, mELD902 
A!rm:l?ARRY SALJ-I FTXNEm: 781-684-9201 
195 L-iEsT tt?mEEr 
wELTdAM, M?i 02451-1163 

DIDMX) S.P.A. 510(k) ND: KOO1602 
#g.Jmpm IN WON (lx. I.S.I.O.) 

ATl!N:E!ilFm SW R?SJE NO : 781-434-4742 
195 WEST f5YlmEc 
iimm, MA 02451-1163 

DEVICE:DI24dEDIXIS-HSVl&2I~~~~ 
!XDEiCISIoNMADE: 28-MN-2000 
510(k) SUMAFtY AVAILXU FNM FDA 

DEVICE:UCLA/UNIVEW&~ 
sEDECISIONMADE:28-MAF-2m 
510(k) fZN?G5W 

510(k) SWb!ARY AD FRX FDA 

D~~:~~~~TO~(A)SPQIIIAEJTIBODY~SFT 
SEDEXXSICNMADE: 2%API-2000 
510(k) SUWARY AvAILABLe F!RX FDA 

DEVICE:LINEZQLJD,3(xx;,EiE%SENSI-DISC 
SEDEZISICNMRDE: 05-SJiX'-2000 
510(k) %XWARY AVAIL?WE = FDA 

DEXCCEi:DATAMASIERPERZSICN~~~ 
SEDEcISICNb!ADE:28-JUL-2m 
510(k) SubWiRY AVAIUEEE ElXM FDA 

DEXICE:L;TTT;IHRI~IDIC~ SuRFAclE IN oxYGENzYrIIoN (Fi-I.I.S.1 

SE DECISICN MADE: 17--2000 
510(k) SUWiRY AVAILAEU l!XM F13A 

SE DEZISICN MADE: 25-AE!F-2OCO 
510(k) SUW?AFU AVAILXXE rmcM BIB-i 

DEVICF,:DID~LlUIPUT lTWIN~R7WITH-INsEEn 

sEDECISICNb!ADE: 08-JUN-2000 
510(k) i?mMiRY Am FI113M DA 
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DIGENECXRP. 510(k) m: If381567 
A!L'IRM?BKADELVEXXHIO -ND: 301-407-6287 
9OCO~~~RD., #207 
EEL=, t+D 20705 

DEVICE:HyBRlDCAPTURE IICr/GCTEST 
SE DECISI~ MADE: 29-FEEi- 
510(k) fXBN&RY AVAZAEUi !ZlXM FDA 

DIGIT-m 510(k) m K992539 
m:KEvIN ScwReLs ~i-mE ND : 7X3-983-7778 
10555 wizzn&z YCWKRXD 
-, 

DIm,INC. 510(k) ND: KWO982 
ATIN: - O'(trmazG PI-K%@, m : 781-334-2522 
1WItGFXXD 
LYNNFIEID, M?l 01940 

DEVICF,:~ 
sEDEiCISIcNMADE:18-FEE2~ 
510(k) SX?mmNJ 

DEiVICE:Al~ AESTZTICDICBlELASER 
SE DEK!ISICNMADE~ 014!AY-2000 
510(k) SUMMY A- F'KM FDA 

DEXO-O-~~IB;L mmKmxEs,510(k) ND: KW2783 
m:-SKAHAN PEXINE ND : 202-637-5600 
-=squARE 
555 l.Kmnam t3mEw, NW 
wAfsmmm,DO20004-1109 

DEVICE:FIXION -NAIL p+lcxIrnILNAIL) 
SEDECISICNMADE: 05-DEG2000 

510(k) +SUM?WAmE:FDA 

DI~TELHMEDICZXL 'nmmm+IES,510(k) ND: KOO32I2 DEWIC!E:E'IXICN m rlAnING SYm ("I?IxIm I24 N?aL") 
xlm:-SKAHAN Fi-KNENo: 202-637-5794 SEDEK!ISIcNMADE:2S-DEK!.-2m 
-msQuAHE 
555 - SIIREGII, NW 510(k) SuEplARy AVAILAXE m FDA 
~,Dc20004-1109 

DIX?B-C-l!fXHMEDICTlt TTXW?XZIES,~~O(~) m KOO32l5 
IM NAIL”) 
m:-sI#IiAN 

DIiSElKNIC~I~SY~~ 
m:LEE I.EIMIIER 
769OcaMEldDN'ZXRX.E 
FORT MYERS, FL 3393.2 

D1SFTX-A~ 
AFrm:I4AuFa NI- 
315 SKYLINE DRIVE 
IlEIwIm, ID 83501 

DbcMJsDIaxLLTD. 
AlTIN:- HENDM 
511 -mm 
mu,m.mi, CA 92835 

PENER1D: 202-637-5794 

510(k) No: KOO1629 
l2-KNEm: 941-761-1118 

510(k) m: K993738 
PIEOlEm: 208-742-4567 

510(k) ND: K992932 
PIEBlEND: 714-525-8441 

510(k) SUMdARY AVAIUBIE FRX ?XN 

DEVICX:DI~ cMuL~~INEusIoNPuMEJSY~ 
SE DECISION MADE: 21-JUN-2000 
510(k) SutiplARy AVAIWXE FXt4 FDA 

DEVIC&DISFaEASCOPE 
SEDECISIONMADE: 06-JAW2000 
510(k) NMi47Y AWdLAKLE FFCM Xxi 

DEVICE:CPA(ADULTS)CIPI(~) 
SEDEcIsIoNMADE: 07-JUIG2000 
510(k) SUYWAFU AVAIUBLE F'RX FDA 
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Ixm?lERSUFGI~~,m. 
A!tTNzJOEDE!XMN 
8623 N. IXCXN DRIVE 
EitsI!ma 
PANAvACYTBm,FT.J 

DR. m ZICXMANN 
Xi'IN:RITZi GIE8EL 
3zvEgup 

I 

DRAEXXRMEDIGiL,INC. 
ATI&GiT.EEWINlXXY 
3l35QmRRYRD. 
'J!mKm, ?A 18969 

DRATXXRMEDICZiL,INC. 
A!?XN:JTERESA mITY,JD 
3l35pmRYm. 
-, PA 18969 

DRxERmIz~(2rlBH 
A!rnJ:JIM HRENNAN 
3l36mRo 
TELEWD, PA I.8969 

DRAXBPXXIW. 
ATTN: R.J. lXMTG?W 
16751 'IPANS CBNADA HIGiiW!l 
-, CG 

DRGINITL., INC. 
ATIN:- I3IJlxw 
1167 US HIGBAY 22 
MXNIXNSIDE, NJ 07092-2807 

DRTXDETEClTCNDEVICZS,La). 
A!lm:PAmIcK FQsEmmS 
6820 - OmFa 
SUITE A-7 
ALFHma&GA30005 

DRUiGDEIECl'ICNDEVICES,L?I). 
A!rlN:PATRIcx rsamrm 
6820-m 
SXUTE A-7 
AlimmTm,GA30005 

510(k) m KOO1243 
PEENEND: 850-234-7153 

510(k) ND: KONX33 
FFKNEIW: 949-262411 

510(k) m K993826 
Pl33lE PIX) : 215-721-5400 

510(k) m: KO01488 
PfXNEim: 215-721-5400 

510(k) N3: Koo3067 
PIW: 215-721-5400 

510(k) N3: KOOO475 
PHZEf;D: 514 630 7039 

510(k) ND: KOOO043 
Fi-KBElNo: 908-233-2075 

510(k) m: xooO273 
l?KNENO: 770-886-6226 

510(k) m KOOO350' 
FEN!3 ND : 770-886-6226 

DEWICF,:KXRNlERMEDIJmASH 
SEDETCISICNM7QE: 24-MAY-2000 

510(k) iTmmE!m 

DEVICE:SYMHETICGLASSBDNEGFMTMBEEUAL 
sEDEXXSICNMADFi:25-?4?+Y-2ooO 
510(k) SIRMARY AVAILAHLE FFcBf FDA 

DEVICE:NAXCMED6ooo . 
SEDECISICNMADE: 23-MAR-2000 
510(k) SUMARY AVAILABLE l.WM !BA 

DEVICE:NANUX?DMRI,NM-MRI 
SEDEtCISICNfllADE: 09-JUN-2000 
510(k) SM@RY AVAIL?BW FNX FDA 

DEVICE:CALEXX 
SEDECISICNMADE:13-D~2OOO 
510(k) STMGRY AVAILTWE J?XM FDA 

DEVIC.Z:BRACHYSEED 
SEDECISIoNM7iDE: 22-AW%2000 
510(k) SLWdARY AVAILABLE FlXM FDA 

DEVICX:DFGAURICZiELISA~KIT 
SE DEiCISICN WE: 17-APR-2OCO 
510(k) ,WMARY Am = J!DA 

DEWICE:XREENGGOPIATESl!JB3! ~DIPOPIATESTEST 
SE DECISICN MADE: 07-AE'R-2ooO 

510(k) SUMGRY AVAIWXE l!lXM l!QA 

DEVICX:s(31IEENERsaX!AINETEsII;DRu=scREENDIPoocAINETEST 
SE DECISION WE: 11-m-2000 

510(k) ?BtMARY Am FKSSFDA 
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DRIXZDEEXZ'ICNDEVICFS,LTD. 
A!rIN:PATRIcK BEmxmS 
6820-m 
SUITE A-7 
AIswmrm,GA3ccO5 

DRu=DE?lECTI~DEVI=,L!lD. 
NE WV m!sr 
A!rm:Pm!RIcK E?EEmm 
6820-m 
SmsEA-7 
AI;pHARETIIA,GA3cxxl5 

DRu=DEXXCl!ICNDEVICES,L!tD. 
EPINE (BZD) cL?I!s! 
zrllTN:pATRIcx BEJaTJEs 
6820-m 
SurIEA-7 
ATzmmlm,~3ooo5 

SunEA-7 
JiLmmmm,GAm5 

DRUZDJ%EClTCNDEVICES,LZD. 
?oTrwmcK BlTmrJEs 
6820-m 
ZiUI'IE A-7 
AT.mmrm,GA3ooo5 

510(k) NC): KHXXXI 
Pf-KNE IKl : 770-886-6226 

510(k) EFD: KOCQ402 

Fi-ECE IV3 : 770-886-6226 

510(k) PIX): KOOO449 

FKNEFD: 770-886-6226 

510(k) m KCW452 

pH3NE M3 : 770-886-6226 

510(k) No: Iuxx)522 
F?XN ND : 770-88&6226 

DuMExMEma&bsumI~~, L510(k) N% K992732 
m:sAM IAK8ANI FXNEiIW:4162994003 
104 - RD. 
-, -0, 

At%onaG,La). 
itiiii?D!iii UFXN 

510(k) IW: x902608 
pI%m ND : 201-692-1945 

719 CXt?iLPAAYENUE 
lmNExx,NJ07666 

DlJFaam MEDICXI w, L.C. 510(k) Nix KM)0204 
lxJ.TN:ms~ pHce\lE I%3 : 602-788-5651 
3636 E. CXXaUMBm DR. 
Ft%mnX, AZ 85032-7372 

Dlimc?E:imamEEG~~,D~DIPAMpHFllAMINE~ 
SEDECISICN&!ADE:18-AE'R-2ooO 

510(k) S@MRY AVAIUBLB FRX FDA 

DEVICZ:XREENEWlTlENCCCLlDINE(PCE')TEST,DEM;scREEN DIPH-ENCYCLIDI 

sEDECIS1CNMhDE:18-AER-2000 

510(k) SOMARY Am = FDA 

DEVItX: SCREZWGBENZODIAZEFINE (BZD)~,DRtKGSCtiEENDIPBENZCDIAZ 

SE DECISION M&DE: 07-APR-2000 

510(k) SU-MMtY Am FFCM l!DA 

DJZVICE:~~TEST,DRWXF@XNDII'~ 

SEDECISICNMADE: 24-APR-2000 

510(k) SW@RY AUULABLE EFa-l JXUi 

DEVICX:~B?Q?BITURXFE!l!EST,~DIFBWWXUWE!lEST 
SEDEcIs1cNMADE:18-m-2000 

510(k) SUMGRY AVAILMIE FTC&l FDA 

DEVIC!FZSTJ!XWEWCER6( SrERILE 0.9% SODIUM a.lKmDE 
2O-APR-2000 SEDECISIONMADE: 

510(k) SINWENF 

DEVICE: INVAC 
SBDEZISIceTMADE: 
510(k) snummm 

16-NW-2000 

DEVICZ:WIN-l'IZ+NW 
SE DECISION XADE: Ol-AUG-2000 
510(k) SOWARY AVAIiXXE FXN FDA 
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DYMEDIX,INC. 
DEL3OOOS 
A!JTN:GARY SYRIPJG 
800-LANE 
m, WI 53589 

DYN?@ADm. 
ArIN:- MANEZ 
19JEFRYNEiLM.wEsr 
DEER PARK, NY 11729 

DYNfWJNICSocwp. 
TsrIN:JoHNS~ 
7030 PARK UNIRE DR. 
SALTLAKECl?lY,IIT84l21 

ESC- 
cmL2040 
zYITN:zvI LnDIN 
lOOM3iRsEsr. 
ImrwxQMAo2062 

E.EiENSCNHOCOIAB,INC. 
X?IN:T3NEKWM- 
575 - s-r. 
-, MA 02359 

EXXE Ermxoxtc, INC. 
iwIN:= MAYAIL 
7OO&sEALSRD. 
B, TX 76226 

E%LEELQcaaz1c, INC. 
ATIN:JcxiN MAYALL 
7OOftaLsRD. 
-, TX 76226 

ElAzmANKwAKco. 
A!TlNzJUDI!tHAWLLACE 
9OlExzaxnERD. 
FEcmBlm, NY 14653-4757 

Er4imaNKoDAKw. 
ATIN:STEPHENGSLAVENS 
lIM?GICNm;. 
304-a-75 
lzamAL& MN 55x28-3414 

510(k) ND: I<001030 

Ff3m.E Ml : 608-877-2635 

510(k) m KOOW52 
PKNEND: 516-242-5550 

510(k) ND: K993919 
Fi-Icmm:801-56&7ooo 

510(k) m x001263 

PKNE KI : 781-278-7600 

510(k) m: -154 
PH3E Ex) : 781-826-7573 

510(k) In KOO1264 
Pr%mEtm:94(s46wa21 

510(k) m KO01994 
M-KNEIW: 9404644021 

510(k) m: K983928 
EXNEND: 716-726-6763 

510(k) m KOO2146 DEVICE:KfJNKDRYVIJW8610L7iSERIMpGw/FDRMWGRAEW 
ET-ENEND: 651-393-1395 SE DEXZISICN MADE: 27-SEP-2000 

DEvIm: RESP- EiELxTSBVS&h9LDEL6OOOS;LIMl3MNWENT SENSOR, M: 

SJZDFXZISIaMADE: ll-M?iY-2ooO 
510(k) StBWARY AVAIIAEU J%Ud FDA 

DEVICE:X-RWm,mXW-60-330 
sEDExxs1oNMADEi:10-FEE-2000 
510(k) SCATmEm 

DEiVICE:DYNATRQi900 
SE?DEXZISICNMADE:O3-JW-2ooO 
510(k) SBfDWEW 

D~CE:SHAWL?WLASERS,IW. PULSEDC.ZH:~E%cBMIuM SURGICZLIASEFt,M 

SEDECISIONMADE: 05-&W--2000 
510(k) SU+!ARY AVAIL?BU FFQ.t FDA 

DEVICE:ELIACZBLARYNZ% l!QNSCfZW,bl93DELEUFl 
SEDFCISICNMADE: 29dQR-2000 
510(k) St&WRY AVAIIABN = FDA 

DEVICE:E~SEZCRBNSKX=IMENRFIIRIEVAZ, 
SEDECISICNMADE: 30-?4?W-2000 
510(k) SlNWENF 

DEVICE:EEI SLUSHPANDRAPE 
SEDECISICNMADE: O&ATJ&2OC4l 
510(k) sINmFNC 

DEVICEi:KCDAKHBfEiI-lEALTHNNMCNBZSYSIEM 
SE DECISICN MADE: 11-FEiE2000 
510(k) SmTEMmT 

510(k) SUWQWY AD = = 
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EBI, L.P. 
A!rIN:m WILF 
1OOlBrERP~pKwy. 
PARSIPPANY, NJ 07054-1079 

EBI, L.P. 
m:m win? 
loo INrERPm PKWY. 
PARSIPPANY, NJ 070541079 

EBI, L.P. 
Alm:JcN cTm+wrm 
loo laa!ERPAcE PIUW. 
PARSIPPANY, NJ 07054-1079 

Em, L.P. 
ATIN:JDNAs wILF 
1OOlTvrERP~pxwy. 
PARSIPPANY, NJ 07054-1079 

Em, L.P. 
A!lTN:m WILF 
103 ?.r?mRPm PKWY. 
PARsIPE%NY, NJ 07054-1079 

Em, L.P. 
A!rmPATFscIA F!um 
NO-pI(wy. 
PARSIPPANY, NJ 07054-1079 

EBI, L.P. 
A!lm:JcN (z2wmrm 
loo INl-tmPAcE PKWY. 
PzasIPPANY, ru 07054-1079 

Em, L.P. 
ATIN:PAT!RIcIA Fmm 
1OOllFsERP~PKwx. 
PAFSIPPANY, NJ 07054-1079 

EcLIPsEsY~INc. 
ATm: FXXINA FKlBINm 
49 PLAIN STREEr 
NOR!IH -, MT% 02760 

EamFass,LLc 
AEm -, mm siFamm3, 
ATIm~wsMITH 
6864souIH3oowEsT 
MIDmLFqurS4047 

510(k) Ex): KDCxXB3 
F,FKNElm: 973-299-9022 

510(k) ND: XXX319 
pKB\IE m : 973-299-9022 

510(k) No: KC00513 
H No : 973-299-9022 

510(k) m: K.001037 
F7YmE No : 973-299-9022 

510(k) m KOOl357 
pIxmE No : 973-299-9022 

510(k) m KM.358 
pI-mE ND : 973-299-9022 

510(k) to ml794 
PHONE rm : 973-299-9022 

510(k) m: KW2980 
FJI-KNE No : 973-299-9022 

510(k) ND: K902229 
pIx3NEN3: 508-643-0434 

510(k) m KO01565 
DIISFCMMlB 
PIDEbD: 801-565-6213 

DEVICE:EBIXETXDFSFtAILSYST!EM 
SEDEXXSICNMADE: 03-FEEi- 
510(k) tXEW@Y AVAIIXXE ?FlXM FDA 

DEVICE:EBIXFIXDFSSYS'J!fiM 
SEiDEXXSIONM?iDE: 25-FEE2000 
510(k) SUM?BY AVAILAEU FfMM FDA 

DEmcE:z?axFI~mmEBISP~ ANIsERIm (zzxcvIcAL SPINAL SYd 
SE DECISICXV MADE: 07-MAFb2000 
510(k) itXRMWY AVAIUmE FRN JXN 

SEDEtCISIONMADE:14-ApR-2ooO 
510(k) fiTBW#Y Am FXN FDA 

DEVICE:MXHYICmICNTDCWE?iiA21~~ 
SEDECISICNMADE: 2&JUL-2000 
510(k) SUHARY AVAIUELE BRX FDA 

DEVICE:EBIXFIXDFSMEZWH.Y~ cciumzMm SYm 
SEDEXXSICNMADE: 23-&5AY-2O@l 
510(k) SUMARY Am FEiaM FDA 

DEVICE:EBIANTFRICRC!EBVICX,XATESYSTEM 
sEDECISIoNM?iDE:X&JUL-2ooO 
510(k) iTUMfiW Am Fwm FDA 

DEVICE:WXX!RS-LIUCQ,SOW 
SEDECISICNIQDE: 2O-CCT-2OCXl 
510(k) SCNiXRY AVAILMU FXM BDA 

DEWICE:SEBRAEU ~EC7GUXOPLEGIA CANNuLAwITHANDwITtgxTTDTm 

SEDECISICNMADE: lo-Au;2ooO 
510(k) SL&NhRY AVAILMLE FF0f FDA 
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EESPGIN8 MEDICRL IM?GINZ SCWLXNS5lO(k) m: 
m:m PEASE H-KNENO: 
W306D8345CBESNUfDRIvE 
&iuKKwm, WI 53149 

EL?iMEmcnL,lNC. 
AND EU44/45 J-SHAPED 

510(k) m: 
!LTNEDPI4ZUGLENX 

ZElN:-GWBIE PiDGNO: 
295oxENIuMLANEm 
PLYtaJqMN55441 

ELAmDIaL,LLC 
AN0 EU44/45 J-SHAPED 

510(k) ND: 
TINEDPACIMZIEGDS 

ATIN:-GWBLE pE@NEm: 
2950 XENIUM IN. NCEITH, #l20 
pItmxm,m55441 

K993448 

6X2-519-9400 

EXANDIWIWXTICS 
A!rIwwYNN~ 
231rmmH pOEM!E ST. 
BREA, CA 92821 

510(k) mz KOO0556 
EDlEN3: 714-871-8360 

EYLANDIRXBMCS 
m:wYNN - 
231MXrH HJEXt?E Sit'. 
BREA, CA 92821 

510(k) m KO02285 
PN: 714-871-8360 

ELANI-3cxD~, INC. 
ATIRWYNN - 
231MXIH HJmrE ST. 
BREA, CA 92821 

510(k) m: 
FKNENO: 714-871-8360 

ELANI-Km~, INC. 
ATm:wYNN STDKIluG 
231 IGaH FmNIfE ST. 
BFUZA, CA 92821 

510(k) m Kcco958 
PID#IW: 714-871-8360 

ELEcmIc boBl.LITY am?. 510(k) ND: 
AXTNtWXXERF!ZARZYtXI PfDlEbD: 
1M3BILITyPLAZA 
SmELL, NJo8080 

KC02616 
856-46&1ooO 

ELXTlX)MEDIC&SYSTEXSsA 510(k) m 
AL 
ATm:sHElIA - PHBENO: 
49 PLAIN - 
I'KRIH -, MA 02760 

KOO2484 

508-643-0460 

Kc02631 
262-363-5546 

Kooo329 

612-519-9400 

DEVICE:~~ EEWSXNEEEG 
~DEXXSICWMADF,: 23-CCr-2OCO 
510(k) SUMMtY Am FEXM FDA 

SEDECISICNMADE: 04-APR-2000 
510(k) SUMGRY AVAIIARW mm 

sEDECISIoNMADE: lO-APR-2000 
510(k) .!XW?W AVAILAEU JTXM FDA 

DES%CCE:AT7iCPAKGLVXXERE?GBV. ANDAmc~KITs 
SE DEiCISICN MADE: 17-M?iY-2COO 
510(k) -.A- FRZM FDA 

DEVICE:ATXPAKAU'FtEXWCKIT 
SlZDECISICNMBDE:26-SEi&2000 
510(k) SUNARY AVAIL?WE FlXN FlXi 

DEVICZZ:RTACPAK~ Ruam!ANDAmc-Krrs 
SE DECISI~ MADE: 02-MA!r?-2000 
510(k) SUtWiRY AVAILBIE FRX FDA 

DEWICE:ATWPAKENNF?EXWT ANDATAC-KITS 
SEDE!CISICNMADE: 24-MAY-2000 
510(k) StJWARY AVAIL?HX FRX FDA 

DEVI~:EUXXRICMXiILITY~AND~~ 
SE DECISION MADE: 11-DETC-2000 
510(k) i?X7mmw 

SEDECISICNMADE: 04-tXT-2ooO 
510(k) SUMARY AVAIIABLF: FRX FDA 
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ELJmnmm m., LTD. 
Al?IT'kPASCaLMm 
310 B BLVD. 
ST-EusIIAoIE, QUEHEC, 

510(k) m XKXM74 
Z?XNEm: 450 491 2100 

B, INC. 510(k) ND: KCW480 
ATIRUNNCAEXXSCN PI-XiE'ND : 303-697-8198 
PO Em 219 
INDIANIiILxs,0080454 

ExGEbs,L!cO. 510(k) m K994167 
-m GbnMt4A (ILmERA WITH ozmJclDENcE OPrIcN (CEDE) 

PIXNEPD: 972 485 63660 zmN:DAN I&m 
P.O. Bx 170 
=-, 

EumS,LID. 
ATImDAN L?m 
P.O. Em 170 
--, 

ELGWS, LTD. 
ATrN:DAN Il7xR 
10 BAYOZMA ST., P.O. BOX 170 
m-t 

EuMANm., INC. 
zm!N:FRANK LIN 
1135RAILWiDAVE., 
ELUANBLCG. 
-, NY 11557 

ETalmN IPJIZ., INC. 
ATIN:lsANK LIN 
1135 - AVE., 
ELiwAN-. 
HEx!mlT, NY XL557 

ELLLMAN INI!L., INC. 
ATIN:FRAIuK LIN 
1135 IVULRMD AVE., 
EIJlmNBIDG. 
IrmLEIT,NYll557 

510(k) mz KOO0395 
PHMEND: 972 485 63666 

510(k) m: KO03264 
Pl33lE NO : 972 485 63666 

510(k) 1\K): KOO1253 
lSTX@E Ml : 516569-1482 

DlWICFzEINSTEIN pFuIaEsIE;s=AND~-m 
SFsDECISICNZ+ADE:O3-MAY-2000 
510(k) SUWiFtY AWUIABU J?RX FDA 

DEVICZQQPS/BKs/Mm FPccEssm APPLImms Em EIvEGR&mm 
SEDECISICNMADE: 21-D&2000 
510(k) SUMARY AWIUBU FRX ZDA 

510(k) SUbWiRY AVAILAEU FRX FIlA 

510(k) m: KOOl407 DEVICE:CXJRZmIM:II 
lZB3lE IT3 : 516-569-1482 SZDECIS1CN~E:24-JUL-2000 

510(k) SMdARY Am FFCH EDA 

510(k) 1x): x001986 
FKNEN3: 516-569-1482 

DEWIC'Ei:SURXlRXIM311 
SE DFCISICN MADE: 27-SEP-2000 

510(k) itXW?NY Am JTRX FDA 

510(k) IQ KM)3473 

Fl-KNE PT.3 : 972 481 31403 

DEVICE: DIGIMAM DIGImL ~CBIOPSYSYSI.EMOP~XNFDRGURY~ 

SEiDECISIONMADE: 28-NYV-2000 
510(k) SUMAFtY A- FIX&l FDA 

DEVICE:VIENNT 
SE DFCISICN MADE: l9-APR-2000 
510(k) SMQRY Am FRX FDA 

DEVICE:JCTFJEi~E~SYSTEM 
SEDECISICNMADE: 02-M7iY-2000 
510(k) ,cfuWRY AVAILWU FRX FDA 

DEVICE:ccoEAC: A!rZNMTm CXRRECCICNSYSTEMJXRDUATi.-BE?iDVARUBLE 

SBDECISIc%JMADE:O7-b?AE-2000 
510(k) SUMARY AWILABLE FRN ?tQA 
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EmsE(zmmPEDIcs, INC. 510(k) mz K993630 
ATlX:DEEZBlE DEILXSAtVIW FKNEIV.3: 512-834-6237 
9800 MEIRIC BLVD. 
AUSI'IN, TX 78758 

ENaxEczmwPEDIcs, INC. 510(k) NJ: K993841 
ATIWDBBBlEDELC6ZZ4VlXX PiTKlNEm: 512-834-6237 
9800 MErrRIc BLVD. 
AIJSCIN, TX 78758 

ELNcrm~Ics, INC. 510(k) IW: K993943 
cusHIJ?wITHBA.ENcmE REELATIONFCBXJSHIP~HA 
RlTN:DEBBlE D&LccjSAMLW 
9800 MEIRIC BLVD. 
AUSTIN, TX 78758 

ErmREczm3.xmIcs, INC. 
ATIWDEBBIB DEUJSSANICX 
9800 l4ExlRIc BLVD. 
AUSTIN, TX 78758 

lm?mzcxumPEmcs, INC. 
ATIRDFiBBlE DEUXSANICS 
98m mc! BLVD. 
AUSTIN, TX 78758 

EtmxEcxamPmIcs, INC. 
XlTN:DEBBlE DELfXSANlW 
9800 MErRIc HLVD. 
AUSTIN, TX 78758 

EYNcmE~Ics, INC. 
A!I'IN:DEBBIE DEICSSANIC6 
9800 MEIRIC BLVD. 
ATJSCIN, TX 78758 

mJccmOlumPBDI~, INC. 
A!I!U?:DBBBIEi DELasSANIW 
9800 l4Enuc BLVD. 
AUSTIN, TX 78758 

ENo%E(%mx3pHIcS, INC. 
ATImDEIm - 
9800 z4EElRIc BLVD. 
AUSTIN, TX 78758 

FKNEN3: 512-834-6237 

510(k) m x994070 
PrXNEW: 512-834-6237 

510(k) N3: -20 
FUmENO: 512-834-6237 

510(k) m: KCKXM25 
PfDlENo: 512-834-6237 

510(k) m -521 
Pi-ENENO: 512-834-6237 

510(k) No: -590 
PHONENO: 512-834-6237 

510(k) m KOO1024 
pHJNENO:5l2-834-6237 

DEVICRBIOLCKSGUW 
SEDEXXSICNMADE: 26-APR-2COO 
510(k) SLMARY AvAILABLe FECM Xxi 

DEW!E:CXGiOPCE2dENCF?zSlFU~ 
SEiDECISICNMADE: 04-MA!f-2ooO 
510(k) StWARY AVAIUBLE F'RX FDA 

SBDM=TS1oNIGDE:04-FEB-2000 
510(k) ,SWMARY Am FRX JXIA 

DEVICE:F@VELWICNRXXXJSHIPSlFH 
SBDE%ZISICNMADE:2O-JAN-2000 
510(k) SOtMAW AVAIIJWE F&X FDA 

DEvIca%mIFI~oNmIscBARSP~SYsIlEM 
SBDECISIONMADE: 03-FEB-2000 
510(k) SOMARY AVAIUBM ITlXM FIlA 

DEVICE:IsoBARSP'Xf%LSYSTEiM 
SE DECISIc%J MADE: 07-MMt-2000 
510(k) SUbNARY A-m mA 

DEiVICT%KEY~BIP 
SEiDECISICNMADE:1O-MAY-2ooO 
510(k) SQWGTY AWULABUZ FRX FDA 

DEVICE:IATEE4GPIWl?INSEEU! 
SE DECISION NE: ll-MW-2000 
510(k) .SLMARY Am FFCM FDA 

DEVICE:PASSSPINALSYSIm 
SBDECISICWMADE: 23-MM-2000 
510(k) SUMRRY AWUIABLE FRZM FDA 
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ENaxEcx?mxmIcS, INC. 
A!rnJ:JQANNA MIzmxN 
9803 MErRIc BLVD. 
AUSTIN, TX 78758 

ENaxEc%mFIpEDIc, INC. 
ATIN: J.D. WEBB 
9800 mc BLVD. 
A, TX 78758 

ENmFacRzmPEDIc!S, INC. 
lY?rlN:JaANMI Dl%zEm 
9800 mc HLm. 
AUSTIN, TX 78758 

ENIXUS EC 
ATIN: SUSAN FINNERW 
23wEsTEiXmS!C. 
m, MA 02762 

ENDl?Js INC. 
zcr.rN:susAN FIl@EmN 
23WESlTE?XENST. 
m, IG 02762 

ENDEJS INC. 
ATTN:susAN FllamAN 
23WEEXENXXsT. 
-, MA 02762 

ENDEJS INC. 
ATLlmsusAN l?EwmAN 
23WEsI'EBUXJsT. 
ET.Ammm, Ml4 02762 

ENlxxmDIAL SoLurIm, INC. 
zYrrN:JAMEs BTJWXX 
1350 EzmwY IN., SUITE 110 
ST. PAL&MN 55108 

ENlxcmDIAL SoLuTIm, INC. 
ATrN:ERIc - 
1350 limEGY IN., SUITE 110 
ST. PAuL,MN 55108 

-, INC. 
ATIN:l7INmm - 
7sIuDw 
mm~, ca 92618 

510(k) No: KOOl847 
PIDENO: 512-834-6255 

510(k) m KOO2941 
FTm!x In : 5x&832-9500 

510(k) FK% Koo2959 
F'I-EWNO: 512-834-6255 

510(k) NO: K994425 
EZNENO: 508-643-0983 

510(k) No: -766 
IiXNEND:508-643-0983 

510(k) ND: ml627 
FfmFnm:508-643-0983 

510(k) ND: XX2437 
Ffznmm:50&643-0983 

510(k) m K993376 
FfDlEm: 651-523-6928 

510(k) No: KO01437 
FFKNEIW: 651-523-6934 

510(k) ND: IT002396 
FT-ENE No : 949-595-5424 

DEVICZ:ANBRICR(ZEFtVI~~SY~ 
SEtDEYXSICNMADE:24-ZXK&2OOO 
510(k) f.XMAFX AK!UUBIB FWSM FDA 

DEVICE:AUTWWURPLATFS 
SEDECISICNMADE:O4-DEG2OOO 
510(k) i?XMMMY AVAILAEW lW&f J?DA 

DEVIC3Z:MallFIcaTIoNToIscBARSP~SY~ 
SEDEYZISIONMADE:16-CCl!-2000 
510(k) SUbWiRY AVAILAEU FFCM FDA 

DEWICE:KtXFICXTI~~ END@mPIcSPmA(xIEssSY~ 
sEDECISIoNM7+DE:16-FEB-2~ 
510(k) StW?!RY AVAIIAEU ?XCM FDA 

DEVICE: TRI-Fix SPINAL FIxATIm SYm 
SEDEXXSICNMRDE: Ol-JUN-2000 
510(k) SLMARY AWILAEiU FKH FDA 

DEVICE:TRIFIXSPINALl?IXA!M~SY~ 
SFaDEcISIoNMADE:O3-JUN-2000 
510(k) SUMM&RY Am FlKM FDA 

DEVICE: ENDIUS ENmScnPIC Acxx!ss SYsllEM 
SE DEcISIa MADE: 02-CCJL2ooO 
510(k) SUbWiRY AVAILXXE FRX JXZi 

DEVICE:EsIsryLETMBEUECXlO10,Eax)20 
SEDECISICNNiDE:O5-.IAN-2000 
510(k) S&NARY AVAILAEU FFKM m 

DEWICE:ENS~3OOOSYSTEM,MXXLrEE3CGO 
SEDECISICNZADE: 07-JUN-2000 
510(k) St.&WRY AVAIUUE FKM FDA 

DEVICE:~~ACXES.SSEFJ! 
SEDEC!ISICNMADE:l3-CXZC-2000 
510(k) SUMARY Am FRX FDA 

X-JAN-2t,. 
Page124 
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ENDowa, EC. 
TfIl.N:vINcENr m 
7sluDEBAKER 
EWNE, CA 92618 

-cs, INC. 
A!iTNzWILLINAKNAPEi 
987 LINIVEWITY AVFa.;SlTE. 14 
Lc6 GAlos, CA 95032 

-cs WRP. 
EL 85700 
ATrN: CHRISMNA Kim 
1401RxzwuLEPIKE 
SUITE300 
m,m28850 

ExmEEmmmIcAT,SY~ 
ATIN:BzBlNE3 I-DLLY 
2055 EIIMxnrvE DR. 
IM)IAN?NEJS, IN 46241 

Exvs~MEDIcAtSY~ 
zalN:BcNNIE r33LLY 
2055 EXECWWE DR. 
INDIANAKXJS, IN 46241 

f~ICALSYlsrEMS 
AT.I.N:PAUL DRYDm 
6329 w. - cr. 
v,IN46055 

EmEEucmI~~~ 
NlNzJlILMVISGR 
1125 EMT-- 
SUITE 106 
-CITY, CA94404 

510(k) Ix): KOO2615 
PI-XXE Ia : 949-595-5424 

510(k) Nz x002028 
PfXNENO: 408-399-9347 

510(k) ND: KM30820 

ETBNEIW: 301-424-9700 

510(k) E;o: KNO215 
FTrKNE NO : 317-246-5500 

510(k) m: KOOO314 
PHJNE ND : 317-246-5500 

510(k) m K903497 
PHCNE ND : 317-335-3780 

510(k) m KOOO646 
HBNEND: 650-574-2867 

ENmRIcMi!Lrxt~ -B, INC.510(k) No: x002778 
ATIN:JILLM VISCR FEN3 ND : 650-574-2867 
1125EasrHlTzacEBLVD. 
SUITE 106 
l!rxrERcITY, cn94404 

ENIERIC -, INC. 510(k) No: KOO1177 
ATIN:JEFFREY E3aaxx HloNEIW:800-233-8583 
25 EAST KOP DR., 
BIUI!EKH. D- RM. 102 
fixcN!f BRXK, NY 11794-3355 

DEVICE:SUFGIC&LSYS!m4WI!CHclRyoGuIDE 
SE DECISION ItWE: 13-1m~2000 
510(k) StRNiRY AVAIIABU = l!DA 

DEVICE:BRAWFH WSYW 
SE DECISIONMGDE: 29-SEF-2000 
510(k) m AVAILAEW FWxJ EDA 

DEVICE:ASTAN?nF/X2.9F INTRAvASUJURUL~ IWGlxcnZiWER,M3D 

SBDECISIoNMADE:O5-JUN-2COO 

510(k) SLUWdRY Am FFfZM FDA 

DEvIa3:-~ 
SEDEZCISIONMADE: 26-MU-2000 
510(k) SLWWRY AVAIUiEU FEa-i FDA 

DEVICE:IWZWIVESPIFG@TER 
SEDEcISIc%JM?iDE: l.2-AE'R-2000 
510(k) SUMMARY AVAILWUZ = FDA 

DEVICE:DIW~&TZWmR 
SEDEXZSICNMADE: 3&N&2000 
510(k) SLWARY AVAIIABLF: FIUf FDA 

DEiVIG?,:DI~ =ORDI~~NEEDLF: 
SE DEtCISICN WE: 13-APR-2Mx) 

510(k) m 

DEVICE:ENERICINJNTICN mwrlHIRRIGATIm 
SE DECISION MADE: 22-NW-2OQO 

510(k) SI7amEm 

510(k) SmIWENr 
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ElWER4IB MEDICRL SYSIms, INC. 510(k) Ex): K993797 
A!lTN:E2-NJZG~ Ft-nJE m : 202-496-7255 
19OOKSIREETNW 
Waxmmm,DC2mllO8 

DEVIC!E:EC-7701FLUIOwARMIE\x:C!ABINET 
.%DECIS1oNIQD?%2O-JAN-2000 
510(k) StMBRY AVAIUBLE FlEacpl FDA 

ErnIFIcMEDIcAtSY~INC. 
ATIN:cXXXMCEGBUNDY 

510(k) No: KOO2913 

647oRImRvlmTlzRmCE 
PEN3 N3 : 612-571-1976 

MINNEAw&Is, EN 55432 

vTM;T13NIcswRP. 
ATIN:I33MDM~IN 

510(k) mz K993010 
PIDIE N3 : 202-637-5600 

555 - EiTPEEZ, N.W. 
vasmtmm,Dc2ooo4-1109 

ENV- LM~WNBL TEST SY=, INC. 510(k) hx): K994226 
ATIN:DAVlDAM.x?lUS F'IDE N3 : 219-262-2060 
23575 CWNIY RD., #106 
-, IN 46514 

- !EST SY~, INC. 510(k) m ml194 
~~DAVIDA~S pFx.mm : 219-262-2060 
23575 - RD., #106 
EtaKmRT, IN 46514 

EwIs1cNAIRmmD MEDIG& SYS!tm =10(k) ~KR x002431 
ATINtGERARDJPRUD'~ ZT33E ID : 202-637-5735 
555 - fiTFEET. N.W. 
vzhsmxm,~~20004-il09 

-sMARGME!H 
VITECADULTDI~ 

510(k) pie: K9922l5 
SENSOR, MLJLTICOMP~ ENVITEC PED 

ATI'NzSTERENHCORSKI PI-KNEED: 414-594-2114 
N8259 o3IlxwE DRIVE 
FmD Du L?c, WI 54937 

EPMEosYm, INC. 
AIITN: JCmFH c GRIEFIN III 
loo 65EcEmI cr., SUITE 107 
lKNNl'-, NJ 07856 

510(k) No: K994Oll 
ZT-KJNEKO: 856-753-8533 

EP -Es, INC. 510(k) ND: Koo3452 

ATIma.YE?Imm Fl?XG ND : 408-895-3526 
2710 ORCHARD PIW!l. 
SAN axJ3, CA 95113 

DEVICE:HEADBANDFORE?AHA 
SE DECISION ME: 17-CCT-2000 
510(k) w A- F'lxM Fm 

DEVICE:E!AFfA-MED,ACRYGIC~HypERBARICcHAMBER 
s;EDECISICNMADE: 3O-MAY-2000 
510(k) SUMARY AVAILAKLF: FEirpi FDA 

D~C.RSIERI~VYBLC%CRBE~~ 
SE DEXZLSICN MADE: 22-MAR-2000 
510(k) SUMAF?Y AVAILAEm FRB = 

DEvIcE:sTERI~TuAL~~~ 
SEDECISICNMADE: ll-JUL-2ooO 
510(k) SUbMARY AVAIL?Bm FRx FDA 

DEVICE: ELPANOlSYSTEfM 
SEDFCISICNMADE: 2po(s1?-2000 
510(k) SLRdmRY AVAIL?BU F%M FDA 

DEVICE: MuLmwm ENvI?M= FEVGER an SENSOR, MuLTImm EN 

SE DECISICN MADE: 29-MAR-2ooO 
510(k) ,%u-mmm 

DEVICE:EPMED%STEB&~ 
SE DECISION MADE: 23-MAFb2000 
510(k) smm@xt~ 

DEVICE:FOIARISXaTHETEw, mELI 7cmD,7cmD,7003D,7OO4D,7005D,7OO6D 

SE DBZISICN MADE: 07-DECL2000 
510(k) SUbMEtY AVAZ7BLE FRZt.f FDA 
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BP1cMED1a& 
G 

nQuIpMEsrr SERVICES m5lO(k) m: K992811 

ATnJ:KRIsiA QAKES 
18001OmST.,SuME300 
PraQTx75074 

FfmE N : 972X01-9854 

EiP1cMEmCAL v SERVIW INSlO m: KC00831 
ATIN:KRIsm QAKES F'l33E M3 : 972-801-9854 
18001cm-IST.,SmcE300 
PLAm,!rx75074 

EP1cMEmcat QJIFWW SERVICES IN5lO(k) ND: IO2223 
ATImKRIsA aAxEs FENFa l\lD : 972-801-9854 
18cnlcYrBST.,~300 
PLNQIx75074 

ERCHINGERMEDIZW 510(k) m: KM0297 
GER,FaDD,~IvNE!z~.~ 
ATlwDAGMARMAsER HSDNE IV3 : 31 20 4289591 
Al4SIEL 320 I 
-, 

EREcmDs- 
ATIRED Gas 
801YORKMIusFtOAD 
szJITE 314 
-, 

510(k) ND: ml788 
HKlNEm: 416 383 0046 

ERECXEL-SES 
Ds 
A!I'INtPACIF'IC0RWFGXX 
3249 SAN -RD. 
ImAmELEs,C?i90065 

510(k) pJ3: K993343 

PIXWW:323-340-8268 

ERICH JAEGER B.V. 
NTNtLEODENBAKKER 
- 11 
m-3981 IA BUNta& 

510(k) N3: K992214 
FFKNE ND : 313 065 94600 

ERIa-IJiwGERGMBH 510(k) ND: WOO648 
A!mv:ImRY MURDCCX PIEN N3 : 714-283-2228 
22705 SAVI RANCX PARKMY 
YoREA LIMDA, CA 928874645 

ERIcHJAFx=wGM8H 510(k) ND: Koo1502 
ATIN:IARRY - ECNE ND : 714-283-2228 
22705 SWI RANCH PB 
YORBA LEDA, CA 92887-4645 

DEVICE:TRANSDDucIERsF0RUL~ ANDtIccm-m- 

SEDECISIONMADE: 18-J7+N-2000 
510(k) fTN!ARY AVAILABW FFu% FDA 

DEWICE:S?AT-SHELGDI~ SFo2sENscw 
SEDEXXSICNMADE:O5-JUN-2000 
510(k) tSUWXRY AVAILABm FF0f l!DA 

DEvI~:EP1cmFINGERsENSoR,~ELE412-20 
SBDECISICNMADE: 22-ALG-2000 
510(k) SLNARY AVAIUBIE m lQi 

DEVICE: ERczmwn -IDALLIm: SucMmLIm, Mm. EEUXCN 

SETDEiCISIONMADE:24-APR-2000 
510(k) SUMW.Y AVAIUBU FIXX FDA 

DEVIC!E:ES!I!XMCNEJZCmmIC STEMXWE,~BLDR200 
SBDEXXSICNMADE: 03-Nw-2000 

510(k) ,SUMARY Am FXW FDA 

sEDECISICNM?QE: 2O-MAR2OOJ 
510(k) SUMWiRY AWULABIE FFad FDA 

DEVICE:CXYCmPm 
SE DEGSION MADE: 22--2000 
510(k) .%tmEmW 

DEiVICa?,:SPm~ 
SEDEXZISICNXADE: 29-MAR-2000 
510(k) tmaF?ma 

DEVICE:AEtXX& pl3YKaM~sYsTEMAPsm,mELAPsPRo 
SEDEiCISIONMADE:l2-JuL-2OC0 
510(k) srMmm?r 



-ADDREssLImFoRcDRH-~ 
FtRFTNALDECISICNS 

(W 510(K) 
FamxmEDDuRIpIK;?HEpERIoDo1-JAN-2m 

- OR 510(K) SlXmmVB 
THZUZH31-DEG2000 

ERIu3Lt?maR, INC. 
zxrcN:m t.+maxx 
22705 SAVI RAMX PJsuum' 
YORBA LEDA, CA 92887 

EscMEDIcaLSY~Lm. 
m:zvI LADIN 
25O??lXSSAVEtNUC 
NEEZXEM, MA 02194 

EscMEDIcaJSYSTE2sLm. 
ra.m:zvI LrEm 
25OF'IFtWAVENW 
NElaHAM, MA 02194 

l?L§aux MEDIcp;L 03RP. 
&:- Hmimm 
244OSCUB1791MSmml' 
NEN BEFUN, WI 53146 

510(k) m: KOOO396 
PIXNE No : 714-283-2228 

510(k) m: K991935 
PiXNEi rx) : 781-444-8446 

510(k) m K994014 
PIXNE R3 : 781-444-8446 

5iO(k) iQ KOO292U 
mmEm:80-433-8197 

510(k) ND: K994190 

DEVICE:~PIFD,ALEWAS~?EEN~ 
sEDECISIONIGDE:27-DEG2OCO 
510(k) s?mIBma 

DEVICE:EPILIGHl'H?URFtE#WAL SYm, Fl!xlnwmHR SYSTEM 
SE DECISION MADE: 27-J2%?-2CCO 
510(k) f%WARY A- F'RM FDA 

DEvIcFe: Esc EvI!ENsE xuLsED r.xHT SYW: EPILIGHr AND MuLTILIGHr 
sEDFcxs1oNMADE:24-FEB-2000 
510(k) SUMMY Am FROM FDA 

D~~:~~SIcBIBx,~~I~lFa,~~IANDII 
SEDECISICNMADE:l%DEC-2000 
510(k) SCMQRY AVAILNGZ FRX FDA 

DEmcE:IMPmGuMGAwwTL~FT 
PIElNEN: 011498 l527NU.39SEDMlISICNmDE: 27-&w-2000 

510(k) SC&NARY AVAIIMM FiUd l!DA 

510(k) In K994192 DEVICE: E.PREmMPEMaM- 
FBXE ND : Oil 498 152700139SE DECISION M?mZ: 28-&4N-2OCO 

510(k) SUMMARY AVATXAEU FRX l!DA 

510(k) No: K994193 DEvIa3: IMPRFmMPENIA- 
FWJNE No : 011 498 l52700139SE DECISION MADE: 28-J&N-2000 

510(k) SUM?GY A?MIAE?U = FDA 

PH3lE I$3 : Oli 498 1527003.39~~SI(FITy3-KBAR3%tf2Wl 
510(k) ND: K994251 

510(k) SUNBY AVAILXEE F'RM BDA 

510(k) ND: KWO588 DEVICE:DIMENSICN(ZZW+NCL,DIMENSI~GARAt?rLQUICI( 
PI-CM NC) : 011 498 1527OOl39SE DEXZISICQi WE: 3O+AFt-2000 

510(k) SC&WRY AVAlIARU FFCM FDA 

510(k) No: Kooo591 DlWICE:DIMENSICNE'EXCAH,DIMENSICXfPENTAHQUICK 
PHXE Ml : Oil 498 152700139SE DECISICN MADE: 3M-2000 

510(k) SUMAFX Am FRaM IBA 



-ADDREssLImFoR~~~ (=) 510(K) 
~?~XF'INALDECISICNSREND~DURING'~HEPEF~ICOO~-JAN-~OCIO 

SOMQUESaR510(K) - 
!lHEUXH31-DEG2000 

1-2c ,.. 

page l29 

4545mEmm?4J 
-, CH 45242-2839 

h+lf!HIrnB, INC. 510(k) m: KO02398 
ErSFmx45ANDEmcxxdmcc-~45~~~~ 

ATINzF3XVINOBIUIPS PECNE 8D : 513-337-7162 
4545cREEKRD. 
CINCINNATI, Cm 45242-2839 

510(k) m KOCO595 DEVICZ:DIMENSICNPEXCRL 
m NO : 011 498 152700139SE DECISION MADE: 05-APF-2000 

510(k) SOtWiRY AVAIUUXE F'XM FIZA 

510(k) In KO01494 DEVICE:MXXF'I~CW~F'RXFTL-Pop 
pH3NE IV0 : CU. 498 152700139SE DECISICN MADE: 07=2000 

510(k) fX.MhFZ Am FFxX FDA 

510(k) m: x002364 DE?JIC%PRMlEWH 
PI-KXiE IQ3 : 011 498 152700139SE DEZISION WE: lO-AU&2000 

510(k) aSWWRY AVAIUBLE FRX X)A 

510(k) p33: KO02793 DEvIaQ KErAcc33lu 
pH3NE m : 011 498 1527oOl39sE DECISION MADE: 26-Z%'-2000 

510(k) m: Koo3170 
PI-Km ND : 148 958 1182 

510(k) 153: x994280 

PIEm rm : 513-337-3468 

510(k) m: KC01220 
PI-XXENO: 513-337-8205 

ErHIm w, INC. 
3, Hpo52, BPO53, BSAO7 
ATm:RuIHANN PXXD 
4545 cmzK RD. 
-, a-I 45242-2839 

510(k) ND: K902906 

l?I-KNEm: 513-337-3468 

510(k) sXJMARY AVAIUBLE FRX FDA 

510(k) ,TXWARY AVAIUBLE IZxM FDA 

DEvIcE:uLmsI~HARM3Mc~ SHAF@URVEDBLADE/FASTBUDE,K: 

SEDEcISIoNM?QXi:17-MAR-2ooO 
510(k) SM-fARY AVAILXW FRX FlzA 

DEVICE:ENlXPAlFI--CAP 
SEDECISICNMADE:16-MM-2000 
510(k) SUMGRY Am F'RX FDA 

SBDEXXSICNM?WE: 03-IWV-2000 
510(k) X&MARY AVAIMJXE FTicM FDA 

DEVICE:ULTRACTSIONHAFWNICZxZW?EL SY~mELsGENOl,w2,m 

SEiDEXXSICNMRDE:15-DEC-2ooO 
510(k) SUM?iRY AVAIIABU m FDA 



-ADD= LIsTnvGmcDRH-~ (W 510(K) 
~FIN&LDDE~ISICNSFZNDEREDDURINGTH.EPEIUODO~TJAN-~~~O 

EUMNWTS CR 510(K) - 
!mFCmH31-DEC-2000 

EzIFiIm, INC. 

16JAN-2a, 
Pagel 

510(k) F.0: K993801 DEVICE: GYNXARELAP~PIC 
PI%zmm:908-218-2481 SE DECISION MADE: 07-FEB-2000 zwIN:-Rm 

IiIxRE 22, WEST 
P.O. BQX 151 
ScwRvma,luJ08876-0151 

ErHIm, INC. 
zt.rrN:GREGoRY Jca\lEs 
P.O. Em 151, FanE 22 
CXNWXrX,N308876 

k-m, RJ 08876 

EYI!HIm, INC. 
P;E?N:PETERM- 
lxum 22 WEST 
szsmmLm,NJ08876-0151 

Gw(xN, INC. 
ICXIMEiSB 
ZCFNEXAREN LESSIG 
xx%m 22 WESJ! P.O. BQX 151 
ScNEmmm,IuJ08876-0151 

EYerHIm, INC. 
A!lTNzGRECURYRJC%lES 
P.O. Em 151 
ScmFmuE,NJO8876-Ql51 

EI!HIm, INC. 
ATXNzGFtEWRYRJCWS 
.P.O. Em 151 
sx%mmm,NJ08876-0151 

ElLFAuQ.m CORP. 
ATlr?:DAN I-TImMm 
1425 EW'I' NEwFcRT-DRIVE 
DEl%WELDBEXli,FL33442 

EOP-, LLf2 
A!Im:ANNFl- 
3411 MmmmLTa (XNYCN EMAD 
B, cA9cm9 

510(k) No: K994418 
PsEINEm: 908-218-2481 

510(k) m KOOll22 

HKluENo: 908-218-2481 

510(k) m Koo1625 
pi-K@E m : 908-218-2457 

510(k) N% KC02672 

FHX!ZIW:908-218-2445 

510(k) Ia Koo3070 
FJImlEm: 908-2X3-2481 

510(k) m: x003587 
PI-mEm: 908-218-2481 

510(k) W: x994228 
E 1x) : 954-421-5623 

510(k) bKh KO02534 
pI%cwE m : 3104716289 

510(k) ,SUMARY AVAIIXW FECM FDA 

DEVICE:vERsApoINT~sysllEM(~) 
SEDECISICNMDE: 24-JAN-2ooO 
510(k) SUWARY AWILAEWa FlXN FDA 

DEVIC'E:PR0LENES0FT(lQLYPR0~), mmca1a 

SFiDECISICNMAE: 23-MAY-2000 
510(k) SUM&&Y Am ITCH EDA 

DEVICE:pfioNcNA~SUIURE,USP 
SEiDECISICNMADE:1O-JUb2OOO 
510(k) SUbMARY Am m FDA 

DEVICE~VYPF~MESFI,TKCBYLPFUXZNEPAKMAZ~~~~NIHF~~I~~ 

SEDF.CISICNMADE:22-NYV-2000 
510(k) X&M?iRY AD F'F'CN FDA 

DEVICE:E?HIBoM)EXXLVAL~Loop,sUIURE 
SE DECZSICN MADE: 07-bKN-2000 
510(k) SQMFiRY AVAILAWX FFCM m]A 

DEXICE:cLEp3M;IDEpREcISIoNBIpcBARDEVI~ 
sEDECISICNMADE:O4-DZ-2ooO 
510(k) SmMRY AVAILMXE FTXX ?nA 

DEVIcE:REXXEiIMMXSYSI!EN 
SE DEYZISICN MADE: 22-FEB-2ooO 
510(k) SUWARY AV?XUWIE ?Z0f FDA 

DJZVICZ:EUE'ALAMUSD~ siT!axr,Mx)IELo1545 
SBDECISIONMADE:18dT-2000 
510(k) SWMZtY AVAILMLE FXM FDA 



slJEmnmADDREssLI~FcRcDRH~ m (SE) 510(K) SUMGRmS CR 510(K) SlMTMm@ 
F0RFIN?GDECIS1CYGREND~DURRG!CB?XPEFtICD01-JAN-2000 

16-m-2d, 
.IBRXGB31-D~2OQO Pacp 131 

iJli?rEw 
15 cm i5TmET 
BEVERLY EARS, MA 01915 

510(k) bK)z Kooo367 
Ff3mE m : 978-927-3808 

ELvEmsTm1cAtcLIRp. 510(k) m I693412 
ATTN: EREDEKKX G M?DES FTXBJENO: 63.2-473-6262 
13755 FIRZZAVE. NOFUH, #500 
MINNEApcB;cs, MN 55441-5454 

ExvmcsTm1am. 
A!lTN: Ii?FSDElUC!K G MADES 

510(k) m: K994336 
FENEND: 612-473-6262 

l3755 F'IRSTAVE. NXIH, #500 
MIIwsaIs,MN55441-5454 

; gR?& 510(k) is: KOOG496 
PIBNEIW: 612-473-6262 

13755 F'IBT AVE. NXTH, #500 
MINNEApc&Is, MN 55441-5454 

EvEmsrME;DIcAca%ie. 
A!mN:DAvm KM 
-=, 
sr. MELUW, c%RDm, 

510(k) m KOO3060 
PI-KNE N3 : 44 029 20776300 

!GmGmFNm1CALm (JRGXIN51O(k) ND: K994098 
lxrIN:- FEW Pf%S?E 1x) : 863 Xl.2 361035 
THEirKmx-I~BEI~~ 
#l$LmxamNHD., xIAzm!LmN 
SBIwcITy,HEBE1m, 

EvEw;;REEhTMFQIC4LPMJUCS (JIXXIN5lO(k) m: K994099 
A!IlN:IxmEN l?Ewi PHlJNE NO : 863 112 361035 
mmoJ?BEmm 
#l,wRD., xI.Azmm 
-CITY,m1pIIIxT., 

ExArzmx, INC. 

ATINzG?%RYJHLLER 
2320 N.W. 66TH CIT. 
-, FL 32653 

510(k) m K993736 

PI-DIE NO : 352-377-1140 

EJrAcmx, INC. 510(k) Iu3: KOO0242 
-sERIEsmuM-- WrrHHYD-m 
mGARYJMlLT.ER Ff33E ND : 352-377-1140 
2320 N.W. 66'I!H CT. 
-, J?L 32653 

DEXICE:sMxTRMM 
sEDIXISI~MADE:29-FEB-2000 
510(k) Smmmm 

DEVICE:BITXPFXXES 
SE DECISICN MADE: 31-MAFb2doo 
510(k) SUMARY AVAILXLE F'm.f FDA 

DFMCCRBITXPRXES 
SEtDFZISICNMADE:O8-F'EB-2ooO 
510(k) SUM?tRY AVAILXU F'RX Fm 

DEVIcE: Ebmzmnm BIFaAR SCISSORS 
SEDECISICXfMADE: 24-APR-2000 
510(k) SraplARy AVAXABLE FXM FDA 

DEVICX:pLAsMAKINGlcICGEmZAXR 
SITDECISICNMADE:31-CCT-2000 
510(k) SUMAFtY AVAILABM FTal )?DA 

DEVICX:VINYLPFfJTmF?EX+MNmICN --FREE 
SEDFCISICNMADE: 23-M?Z-2000 

510(k) SUM4XY Am m FIlA 

DEVICE: VINYL PATIENTma G 
SEDEXXSICNMADE: l2-AE'R-2CGO 

510(k) SUtH4RY AXQIABLE FIXM l?DA 

DEvIc3E: Ex?szmm- -HIPsYmMsERIEsFEM%w,srEM 

sEDEXXS1CN~E:2O-JAN-20@3 
510(k) SUhMAFZ AVAILMU FFXM l!DA 

DEVICE:ZUJMMTHA~ ---AND-A 

SEDECISICNMADE:16-FEB-2000 
510(k) SUdmRY AVAIUBLE FFXM FDA 



-mLImmcDRH-m FW 510(K) - OR 510(K) - 16-Jm-26, 
Fml?INaLmsIm~~~~PERIpERIoDo1-JAN-2OOO 'ICHKU3 31-DEC-2ooO Page 132 

ExFlcIMxl, INC. 

itIN: LISA SplpscAT 
2320 N.W. 66m-l cr. 
-, FL 32653 

Ex7iaEx, INC. 
T, Z?CUMXW L-SRIES -FIT 
ATIN: LISA sm 
2320 N.W. 661H CT. 
'%IN5WU, FL 32653 

FxmL!clm-LL!ul. 
lYl?lN:DEBBIE DAVY 
2568 BRIm CIRCLE 
cAKvILm: cxvmao, 

ExazLTEcH.L?D. 
ATI!N:DEBBIE DA. 
2568 BRIm c2IRm?a 
-, -0, 

E!xaLTEm.Lm. 
A!tTN:DEBBIF, DAVY 
2568 BRIS’IOL c2tRcu 
-I -0, 

Elccam. Em. 
ATImDEBBlE DAVY 
2568 BRIm f2IRCLE 
-t -0, 

EXCEL-. LTD. 
ATIN:- l4I-m 
2568 BRIS’IOL (2lXCLE 
-, -0, 

Exa3L TEm. LTD. 
ATIN:DEBE%IE DA. 
2568 BRIsroL CIRCLE 
-, -0, 

VENT. co., m. 
ATmtJANNAPTKxER 
198 AVESJOE DE IA D'EMZRATB 
SPARKS, NV 89434-9550 

510(k) M3: x901335 

PIXNEi hx) : 352-377-1140 SEiDECtSICNMADE:18--MXf-2ooO 
510(k) tsiJMm~ AVAILABLE: ?mZBf IXXi 

510(k) ND: KOO2141 DEvIcEzAa.mmxP~~m~,~P-sERIEs~FI 

FW3JFi IW : 352-377-1140 SEDECISICNMADE:16-ACKZ-2000 
510(k) SmYARY AVAIUBLE I?KM FDA 

510(k) m: KKXX398 DEvIc33: EM: WITH VIDEO, mm Ex-NW 
Em!3 X?3 : 905 829 5300 X 22s DECISION FADE: 14-APR-2ooO 

510(k) SUMJAFa Am F'RX mA 

510(k) m: Kooo919 
FfXNE ND : 905 829 5300 

510(k) No: KoollOl 
FKJNEPD: 905 829 5300 

510(k) m: Koo1103 
PXNE m : 905 829 5300 

510(k) m ICI01166 
PI-KSE KI : 905 829 5300 

510(k) ND: Ko2332 
P%zKl'E M3 : 905 829 5300 

510(k) m KOO3133 
PHSENO: 775-342-2612 

DEVICZ: l28cHANNEL EEG HEADE?X, l43DEL M-W-128 
SEiDECISIoNXADE!: 31-AU&2000 
510(k) SUMARYA~RKMFaA 

DMCZ:XLTMl%KXED~ HEAD=, l4mEL El?-4 
SEiDETCISIONMADEi:3O-JUN-2ooO 
510(k) SOMK?BY ASML?BTX FKM mA 

DEXCCEzWlREUSSAMBUwKm EEE, mEL Ex-- (PRoFcmD) 
~DEiCISI~~E:3o-JuN-2ooO 
510(k) StMhFZ AVAILAEU FKM FDA 

DFXtCE:U.CXRAV -c ULm 
SEDECISICXTMADE: 07-J'&-2000 
510(k) SUMtBFY Am FE&X FDA 

DJZVICE:EM:SPIKEZANDEVENT!DETJCKRKDULE 
SEDECISI~iEIADE:06dcT-2~ 
510(k) SUMtQFX Am FRX FDA 

DE~VICE:MULMPL%VIN!&EX~~~GU~E,J~~XRED 
SEiDECISICNM?!DEi: 07-K%2000 
510(k) StMlhRY AD EFuX FDA 



-ADDREssLI~EoRcDRH~ 
FCRFINALDEXXSICX'JS 

m (SE) 510(K) w CR 510(K) sXRm&mS 
F@aDEmDDuRImTBEPERImo1TJAN-2ooo THXUX31-DEG2000 Page I.33 

ExELIlNcL. 
ATINZARMANDHAMID 
P.O. Kx 3194 
CULVER CITY, CA 90231-3194 

FACIOR, II, INC. 
ATl.Nc,XXNDtCEXL 
1972 l?X?XC AVE. 
-IDE, AZ 85929 

FASMEmaLLTD. 
A!rl!NzLYIw3AIalxN 
PO Em 219 
INDIAN-, co80454 

l?2I -a, INC. 
m:ANNE BccisAcx 
P.O. BOX 465 
76PRXPECfST. 
- HILLS, MA 02051 

510(k) m K992290 
Ji?-KNE Iu3 : 310-649-0707 

DEVICE: EXEL IrwEcrI~m-u3wrIHcAP 
SEDECISICNMADE: 23-FEB-2000 
510(k) SlMmEm 

510(k) No: wO1496 
PkENE m : 310-649-0707 

DEVUX: A.V. FIStCULA~~ 
SEDEXXSICNMADE: 01-AUG-2000 
510(k) S!rxmmm 

510(k) m K992039 
FBXENO: 310-649-0707 

510(k) p33: K98429? 
EHINE IW : 520-537-8387 

DEVICE: EXEL I.V. HLam LIm SJn 
SFiDEXXSIoNMADE:10-FEB-2000 
510(k) sli4TEMENT 

DEVICE:MGNRABUlMXNT 
~DECISICNMADE: 28-J&4%2000 
510(k) STATEMENT 

510(k) ND: K993614 
P htl : 3034974198 

DEvIcm FAS -BRUSH 
SBDECISICNM&DE:18-JAN-2000 
510(k) SUbMARY AVA%XG?, FFCM FDA 

510(k) ND: K992294 DEXICE:BI(XERMI CCRBITALlXPLANT 
pI-mE rm : 803-932-4202 SE DECLSICW M?iDE: 19-AP%2ooO 

FEFfMNDEZ D B 510(k) m: KC00448 
Itt'INt- FERNANDEZ Pi%tE 1u3 : 781-729-4409 
35VINEaTmEm# 204 
-, MA 01890 

l!Tmmr.sm1c!AL,INc. 510(k) m x993199 
xJ?l.N:esKAHAN Fl-mE Iul : 202-637-5794 
555 - Z?IREET, N.W. 
-tm 

FEFms MFG. OXP. 
ATIN:lllmIxm - 
16W. 30083RDST. 
BURR lUDGE, IL 60521 

510(k) m KM)2129 
FKNEiN3: 630-734-7830 

510(k) STATEMENT 

DEVICE:PACSSATICN 
SE DECISION MADE: 20-m-2000 
510(k) SUdMPBY AVAILXXE = EDA 

DEVICE: FWKETcHAMBERVALS?ED AEHxoLm~cwAMBER 
SEDECISItXMDE: 28d!AR-2000 
510(k) STMARY AVAIUEUX FRX FDA 

DEVICE: FERRIS RXYME?lSTEEUIEF&WNDDRESSIbCWMH~ 
sEDECtSICX'Tb!ADE: 25-ATX-2000 
510(k) v 



-ADDmLImmalmF~ F'Y 510(K) 
FoRFINALDEcIS1cEJSREZD~DURIIG!UBPFRI~01JAN-2000 

- CR 510(K) - 
TH~~K;H~~-DEG~~~O 

16-Jm-2d,, 
Page=4 

FEE, INC. 
m: FRED~CX H?m 
9M?lIN- 
BcIwMIINHAM,mo4oo8 

510(k) CXBz K991522 
PIECENO: 207-666-8190 

FISCHER I.MBxNG 03RP. 
-215 EmxmPms~'c~~x;y 

510(k) Ex): K99l.293 
msr.lMuLAn%l! 

A!rlN:KExIN wl4Lr.s 
12300FK%uHGRAlnS!r.. 
DENVER, a3 80241-3120 

FISHm&PA!mLHE?aTTzK?aE,~ 
2JE 
AlTN:I?JwIT WHIsluN 
15M7mIcEPAYKmPL., 
--t-r 

mm, INC. 
ATIRIXZUXASAKANE 
3959 WEST 1820 Semi 
SALTmKEcITY,OT84104 

=DIEJPEDW Pv!r.LlD 
ATIN:JCfBPHJEPEXFZRA 
14-AUXiINEXECFUTPRXXSSING 
=,-,KDcHIN 
-, 

FTMODIPPED r3axmspvT. Lm 
(5OVORLESS 
&I'INzJOSEPHJEPEREIBA 
14-ACXHINEXFWR!TPRXESS~ 

pH3NE ND : 303-254-2521 

510(k) m: KO02414 

pH3NE m : 649 574 0100 

510(k) ND: KCXlO158 
l3mNEi No : 84x-972axn 

510(k) m: KOOO891 
R?mEi ra : 914 844 21983 

510(k) IQ I<ooo896 

FHXE ID : 914 844 21983 

510(k) m: KOOl216 
EIN--(5oMI-oRLEss) 
RIlRJaSEPHJEPEREIRA PHSlElQ: 91 484 421983 

FI!ICX)DIPPED pFaxxmspvT. Lm 510(k) No: KCOl232 
LmELIrGcLAIM5oMI-ORLESS 
RlTNzJaSEHIJEPERClRA PHXE ND : 91 484 421983 
14-ACXBINEXRXTFRXESSIW 
zckJE,-I- 
=, 

DEVK%$SI~DE 
sEDECISIONMADE:O4-AiX-2000 
510(k) SUMMAFY AVAILWLE FIMM m 

SEDECISICNMADE: 05-&W-2000 
510(k) +TLMFMm 

DESTCE:~L?-!blP9OOIW5OlJE mmm9ooIw50 

SEDEXXSIONEADE: 25-SEE'-2ooO 
510(k) SUNRRY AVAIL?Bm FRX FDA 

DEVICE:VEXWQZ,~E5O-K8-B5, SPEXXRWK8,MXELE5O-K8-E$9 
sEDECISICH~E:24-A?.X-2000 
510(k) SOWARY AVAIL?BW FFad BDA 

510(k) sIIA?IEMEMc 

SEDECISIONMhDE: 03~'.mY-2000 

510(k) S'm!Omm 

DEvIcE:FcmER-FREE~-~~ swILF:wMHoPTI~m 

SEDECISICNMADE:28+PF&2~ 

510(k) SUSCmEm 

sEDECISICNMADE:15-MM-2000 

510(k) CXmmmr 



-mREssLImFoRcDRH-m (=I 510(K) ,5XBWNB CR 510(K) - 
lXRFINALDECISICNSH@XERED DuRINGmEPEFamo1-JAN-2m~ 31-DEC-2000 

FITCODIPPED- m. Lm 510(k) No: KOO1715 
X'INz~JEF?EREZM EENE ND : 914 844 21983 
14-AOXS3INE3w%rp~ING 
=,-,= 
-, 

~DIMENS1CNSLI.C 510(k) No: Koo1884 
A!rINzcaRxPz+!mmxN FTKNElN3: 949462-09oo 
21911 ERIE Lm!?l 
mm FCIREC, CA 92630 

FT&mrmHsDN. BJD. 510(k) ND: K994354 
TEINoz.xaxm~ cLmM(50MI~cRLEss) 
Al?IN:Y.FHEW pI-KNE m : 603 392 0188 
mr 5071, BAm 5 l/2, JAL?w 

FLEmXBX SON. BHD. 510(k) m K994416 
ZCIN:Y.FHEW l3-rIm m : 603 392 0188 
La! 5071, BAT0 5 l/2, JALAN 

FLEXSITEDIPGaJ3SPICS,.INC. 510(k) PIX): KOOl810 
Ns 
Xl?lNzDONAU)R~ ?ZKNE m : 202-496-7620 
1900 K STREEZ, N.W. 
WnLamxm,M;!2mllO8 

FLUIDPlXXESSSY~,INc. 510(k) Iw: K991495 
ORUSE IN I%%mIAz;ys1s 
ATIN:sTEPBENC~C Fl-mE ND : 915-852-1007 
998-APExmNRD. 
~LPAso,Tx79927 

FT.umaNsE OXP. 
m:- ocINNELz;y 
26OMERRmAcsr. 
B, MA 01950 

510(k) m I(003582 
E3kmE Ia : 978-499-3900 

FLLXXI smN ppy=ING SYSIDS, INC. 510(k) ND: KOO2198 
cDEL!IEA4RPms 
ATIN:WIILIAHJEN@L Ftnmm: 847-564-5400 
650-B-TRAIL 
-, IL60062 

DEvIcE:EaaxmmP~ ExAMlmnrn~,IATEx 
SF,DECISIoNMADE:05-JUL-2000 

510(k) CmammT. 

DEVICE:DIRECCCTUXN 
SF,DECISICNMADE:25-CC.T-2m 
510(k) SUMGLRY AVAILMLE FRX FDA 

DEvIcE:Ex3LYMm~,~ERFREE,LATEx ExTammn~-wITHpEI[: 

SFaDECISICNMDE: 31-JAN-2000 

SiO(kj mn 

DEVICE:FCLYMERXHlEDpT;IwDER~ NIIwTLF:-m-,HLluE 
SEDECISICNMADE:03-FE&2000 

510(k) w 

DEVICE:URISITEURINE -mKITFoRMI-/-~ 

SEDECISIcNMXIE:14-AUZ-2OGO 
510(k) m AVAILMiX = FDA 

DEV?XE:FLUIDPFZXX= SY~EXCHANGECARBONANODEIOMCZATI~TANKSF 

SEDDEcISICNMADE:28-AOG-2ooO 
510(k) SUftGRY AXUIABLE FFCM FDA 

DEVICEz~FLOIDDELIVERYSYSlEMMXZLFS-Cll 
SEDECISIoN~E:O5-DEC-2000 
510(k) !XJbMRY AVAIIAEU FFCM FDA 

DEVICE:FLXXtXMPGOFILE, bmELm4PLus; V PFUXTLZ IQ, M 

SE DECISICN MADE: 17-o(=r-2000 
510(k) SUMGRX AVAILABM FXM liDA 



. 

suBMITwADDREssLI~FoRmRH~~ GW 510(K) EtLBHWB CR 510(K) - 
J?URF'INALDECISICNSRENDEBEDDDRIbXG'MEPERI~01~2~ ~31-~Es2ooO 

ztxYJsM?BI~,LT-C 
ATm:lRx-lN LEE 
39 sILwR.sRIwPm 
RnxEFnm,mO6877 

510(k) NJ: K992597 
Ff-nam: 203-438-1120 

l!rxaRw. 
ATrN:LLJczAm BcewNNI 
110 MNXXS DR. 
MEL-, NY 11747 

510(k) Ex): K994287 
PfDNENo: 516-694-2929 

IFuNARm. 
A!rcN:LTJcmN3 BzxwmI 
110 MAmJS DR 
MELI, NY 11747 

510(k) No: KM32490 
IXNENO: 631-694-2929 

FmEElXWDlXGNXTICS,INC. 510(k) to K993863 
TI-DR~~~c/~/~~TE~~,~~XZ~Z~~CC;IN~GBCK~~-D~ 
ATIN:FENxu LEE PHXEIW: 949-595-0673 
23561RJXEXVIEDR., SOITEiD 
rxr~NA HILTS, ca 92653 

FDlXXBL'IC'S,INC. 510(k) ND: K994414 
TI-DFaltHz/ax,mR2OOO/MErTEsT,MmEL43cc;~ 
ATIN:F!fiN2-Yu LEE PENENO: 949-595-0673 
23561RIZEmDR., SOITFiD 
LKLJM HILTS, CA 92653 

mREFXW?DlXNXTIC&lNC. 510(k) m KM30150 
INzmcmmMrJLTI~~Mc/ox/pB,~2m/AMp~,~ 
lxlPTN:FENGyu LEE PHSNENO: 949-595-0673 
23561RlIXXI)Ix711EDR., SOTIED 
LAGUW Ixm.S, cii 92653 

?CDKN?i D.D. 
ATm: mJc4 vALmA3c 
fiTm3JE 7, 
-, 

510(k) Ex): KCKHXO6 
ETXlNElm: 386 611 511215 

510(k) m: KOO1527 
PHSIEND: 386 611 511215 

FW?XNA D.D. 
ATIN: MXJCA lL4TJAw 
~ 7, 
LJUHWANA, 

510(k) ND: KOO2884 
PEENENO: 386 151 Xl.215 

DEWICF,: UXADLT-l~LASEft~~~ 
SEDECISICNMADE: 24-APR-2000 
510(k) SUMARY AVAIUBLE F'RX m 

DlWICEzJXMR36ODEQWMGlW'ICREXNWCEIM?G~~ 
SEDEXXSIONFADE:16-FAR-2m 
510(k) SOWARY Am JXBf ZDA 

DEVIC!E:BM.WQXTIC~~~~ 
SE DECISION MADE: 03XxX-2OCO 
510(k) SUMARY AVAILABLE: FlXM J!DA 

SEiDEcIS1oB\TMADFi:17-FEB-2000 
510(k) iiUMmRY AVATIXZE FRX FUi 

DEVICWDEZIIASE YBLLASEND:YAGLAsERSYsTEMAND- 
sEDEcISIoNM?iDE:18-AFR-2000 
510(k) SUMW?Y AVAILAEU FXBS m 

DFivI~:~mmsER:YAGlAsERsYsTEMANo~ 
sEDEcIsICNMADE:27-JUL-2000 
510(k) SUWARf AWIL?BTX FRN FDA 

DEWICE:PARADIGMWl'WAyApLAs; ND:YAPL?SEfXSYSTEMANOI 
SF,DFCISICNMADE:O4-DFC-2ooO 
510(k) SUMMARY AUVLAEM F!M-f FDA 



-ADDREssLImFDRcDRH-IALLY- b-) 510(K) m OR 510(K) - 16-J7m-2OL 
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FRBENXShlEDItac~ 510(k) Wz K994267 
Arl.m:wm- PIKHEIW: 781-402-9068 
TwDLElxEKm~ 
95HXfDENAWNUE 
IJiXNXN, MA 02420 

FPESMUS MEDICXL aiRE NOIMI AMERI5lO(k) m KOO0451 . . 
#03-2290 
ATnJzlxfuHoREILINsFEID I?-ENEi hx) : 781-402-9068 
95HAyDENAvE 
-, MA 02173 

l!FmmmS MEDIC?& CmE NXIH ZNERISlO(k) No: KWO702 
ATINz?SFCMJR ElIaIN= P!XNElNo: 800662-1237 
!EmLlzEEKm- 
95HAYD3ZNAWNUE 
LFinmXN, MA 02420 

FTWEKWS MEDIGL cm?E raml NmI510(k) m: KOO1107 
291 (Fwr Pm?) AND 03-2292 pm-~) 
A!mN:AFulHuREILIN~ PIXNE~: 781-402-9068 
95HWDENAVEt. 
TvDm- 
LEllmmm, Ia 02420-9192 

FTESNIW MEDICF,L U+RE r%xuH AMERISlO(k) m: x001873 
9lcc-o 
zxrIN:AKIHoR - pI-33E t?3 : 781-402-9068 
95HWDENAvE. 
Tw3mm 
Lx!zmma, MA 02420-9192 

ms MEDICZ cm~ m AWFU510(k) m KO02277 
ATIN:AR!lHURE~ E-KNE Ex) : 781-402-9068 
95HAYDENAvE. 
!L%om- 
I.Jcmma, MA 02420-9192 

m mma~., CXRE m%i?H =510(k) Nh m2761 
ATINzAKCHUREZINSFEW PI-nlEi M3 : 781-402-9068 
95HAYDENAVEL 
mm- 
m, MA 02420-9192 

FFESMOS ~1~ CME KXE-i AMERI510(k) m: Koo3445 
IaDEL 04-9500-2 

iCtTNz= EILINSFJXD F!l-KNENo: 781-402-9068 
95FNYD'ENAvENuE 
IEXIWK& MA 02420 

510(k) SUMARY AVAIIMLE FRX FDA 

DEVICF,:EWSENIBo3MBILuNEsS~ 

SEDECISICNMhDE: 09-MAY-2000 
510(k) SOMGRY AVAILMLE FRX FIX+ 

DEVICE:BZIATRANSDUCER~& 
SEDECISICNMADE: 07-.JUN-2ooO 

510(k) r!suimM -----"---I -- AvAllAtLb &i%X%it= 

DEVICZ:FRlWNXS~~LU'?-HLM%)TuBI1\TG~, -03-2: 

sEDlXIS1CNMGDE:23-JUN-2000 

510(k) SUbMARY AVAILAKE FFKM FI3A 

DEWIC3C-PATIENTa3MuMJraR~~ BIamLINEs, mEL 04- 

SEDEKZSICNMhDE:28-JUL-2ooO 

510(k) ,SBNARY AVAIL?BU FTUX l!DA 

DEVICEi:FRBENIWOFTlTLUX2OONR 
sEDEXXSICNMiDE:25-AUZ-2000 

510(k) SuMElAziy Am F'RX BDA 

DEVIC!E:FRESNIUSHEWl?TLX'?~,F5ONR,F7~~~~ 
SEiDFXXSICNMRDE: 04-DEXZ-2000 

510(k) SMdARY AVAIUXJZ F%XM FZIA 

DEVICRERESEXWSVIRAL BLcaaNGTRANsDuc!ER- Fm I-lEwmIALYs1s, 

SEDECISICNh!ADE: 01-DEG2000 
510(k) SO&WARY AWGLAEG+ FRX FDA 



f%WITERADDFUZSSLI~FaRcDRH~~ FW 510(K) m CR 510(K) - X-JAN-2ck 
FtXF'INALDECISIoNs~ DURlxlIHEPERICD01-J24v-2000 THEUGH 31-DEK!-2000 -9==3 

Fl?ImEma 
ATIN:aimL pATEsaM 
21911 ERIE IANE 
IAKFilioREsT, cl92630 

510(k) Wz -3560 
PEmEI r-a.3 : 949-462-09m 

DEWIC.X:FRIALIT-2BQNEFRXTLER 
SEDXXSICNMADE:1O-JAN-2COO 
510(k) SUWARY Am IX&l FDA 

FlcmDFmB 
mcIIlMz,pATllERsoN 
21911 EEUE IANE 
IAKE FtXm!, Ca 92630 

510(k) Ex3: K994174 
PI?sNEi m : 949462-09oo 

DFwIm: FRIAz;IT-;!MH-2m 
SEDECISI~MWE: 20-APR-2000 
510(k) SUhWRY AVAIIXXE FKM ILWi 

mENr(mBH 510(k) ND: K994298 
ATlmCAFoLPA!rmtSm F?%XlENO: 949-462-09oo 
21911 ERIE LANE 
LwEl?tm3sT, a492630 

DEWICE:??'RIcXMI~ 
SEDECISICNMADE:1&FEB-2ooo 
510(k) St&WARY AVAILAEW FRX EDA 

FRl-Ammm 510(k) m: K994376 
G; FRiXLIT-2 3.4MM -CYLINDER IMPLANrwITHFRI~HA 
ATINzc2xEPA!mERSm FT-KIEND: 949-462-09oo 
21911 ERIE ImE 
r.,?im Fm%sr, CA 92630 

sEDECIS1CNMADE:24-MAR-2000 
510(k) SQWAEtY AVAZQXE FFKM FDA 

FUJIDYNZWCSLIMITED 510(k) m: K994265 
mm- FHIJENO: 852 278 64218 
UNIT 103, 23/F, LWS PLAZA 
78aaBrJssHATmNRD. 
-, 

DEVIUZ:MEDISANADIGI!CXTENS 
SEDECISICNMADE:~~-JULF~OOO 

510(k) SllsTEMENT 

DEVICZ: KYTENS 2010 
SEDEXXSICNMADE:O6-JUL2OOO 

FUJIDYNAMICSIlMITE3) 510(k) IKh K994266 
zaTN:!l.oRu IEWNCHI PEBE IU3 : 852 278 64218 
utm! 103, 23/F, LtWS PLAZA 
788a4ExJmsH?imNRD. 510(k) ,smmmm 
-t 
~MDIcX, SYm U.S.A., mlO(k) m: K993861 

ECR55Ou)DUAL SIDERTZQXR 
iflTNzXXBHMA7aARY E-KNE PIX) : 2034023677 
419 WS!L' AVE. 
rs!cmmm,a06902 

DFlvIa: FUJI ax!xmDIw)I~DUALsIDE~ING,~sIDEREADINI: 

sEDJX!IS1CX'JMADE:10-F'EE-2000 
510(k) R&WARY AUAIL?WE FKM FDA 

DEVICX:G?LTCR%~ sYs5M EN-41cxiM 
SE DECISION MADE: ll-FEB-2000 
510(k) SWBBNT 

-, INC. 510(k) m: K993704 
ATm:GmY ADLER PHONE N3 : 212-318-7700 
399 PARKAVENUE 
NEwYcRK,Ny10022-468!3 

s. 
FUKDDADENSHIUSA,INC. 510(k) Wz KOO0746 DEVIC.E:EUKUDADENSHIDyNAsoDpE,MX@LDS-58ooNx 
ATlXDAVlDJGERW?IY PJDEIW: 800-365-6668 SE DECISION MADE: 07-AFR-2000 
17725 N.E. 65111 ST., RlXG. C 510(k) SLWfARY AVAIL?WB FRX EDA 
l3lzmmD, WA 98052-4911 



-ADDREssLi~FoR(xIRH~~ (=I 510(K) - CR 510(K) m 
FQRE'iN7GDEcISICNSRENDEX?EDDURING?HEPERiODO1-JAN-2COO TTbIWJW31-D~2000 

FVIURE DlYMWXTiCS B.V. 
A!ITNDAVEDSMiTH 
4079 m. BARNARD 
SAN DIFGO, CA 92111 

FvIuREMEDIcALSY~,iNc. 
ATIN:PATRiac JANIN 
5Odl,3XDMi~DR., SUITET 
GLENBuRNiE&MD21061 

a~i~w~~ca~Lm. 
ATiN:JclNRmmSKABAN 
555 - ST. 
wnsaMaa,Dc2ooo4 

a4LiL MDICRL Lm. 
ATiN:-SKAHAN 
555 THIoamN ST. 
wASBnaa,Dc20004 

GAMBmHEiAL~ 
XIlWJ@FREYRSHiDENW 
1185 CW ST. 
-, 0080215-4498 

1185 CY4C ST. 
L7WWXD, a, 80215 

asps 
z-rITN:mmm 
10810 w. (XXLINSAVE. 
-, 03 80215 

Gz4aAMEDIcA 
AIIW:BRADLEYEPAYT 

SET 

19355 BUSINFSS CENTER DR., 
,sui!IE8 
m, CA 91324 

cx!z4MEmcA, INC. 
ATiw~LzQRITz 
3737 WEST urn ST. 
cYJim, IL 60658 

510(k) rn KM0471 
PHXElIV3: 858-268-9232 

510(k) bn KOO2040 
PIXNENO: 41&761-9411 

510(k) 1uD: x993965 
pIsINE No : 2026375794 

510(k) No: KOO3065 
pH3NE m : 202-637-5794 

510(k) nn K990039 
PI%NEIa:612-835-4018 

510(k) No: K994390 
zT-KJNENo:6l2-835-4Ol8 

510(k) rn KC01156 

FlDJENI): 303-231-4637 

510(k) No: K993813 
FFKXGm: 818-709-2468 

510(k) No: K993973 
liTD?ENO: 7oa597-09oo 

DEViCE:lTJIUREDUY=r\X3SmCSB.V.~-~ 
SBDECISICNMADE: ll-APR-2000 
510(k) SZGEWNC 

DEVICE:FMs~ 
SEDExTJsIoNMADE: ll-SEP-2ooo 
510(k) SINWWT 

DEXtcE:CRYO-HIT 
sEDEXXSICNMADE:18-FE&2000 
510(k) SUMMARY Am F'RX l?DA 

DmCE: SEEDNET,MXXLEYf%T5,EP5E5 
SBDEYZISIONMADE: 31-cXlh2C00 
510(k) SUMtGWY AVAILABU FRX ?XW 

DEViC!E:G?WRO~200 
SEDECiSIceTMADE: 27-JAW2CQO 
510(k) SUMARY AVAILABU FF&M FDA 

” 

16-J7s2d 1_ 
Page139 

DEViCE:GAMECW~ 17R,CAPILTARYDIXX~FiL~ 
SEtDEcis1cNMADE: 26-ax-2000 
510(k) SiRHARY AVAIUBIE J?RX FDA 

DEViCZ:PI-KENXBJ!ZC0.TALXSiSDELiVEW SYSIIEM, G?lMEim -FoRHEM 

SBDECiSIC@JM?QX:O7-JuG2ooO 
510(k) m 

DEViCE:-~ON- 
sEDECiSICNXADE:18-JAN-2ooO 

510(k) SUbWARY AXUME!XE IX&l ?mA 

DFmcE:Fwi IIIccxPSuIz 
SBDECISIONMADE: XL-JAN-2CXXI 
510(k) SIMFMEW 



L!nmmmADD~Li~mcDRH-~ FW 510(K) - CR 510(K) m 
FORF'INALDEXXS1ONSRENDEZED~?HEPERICD01-JAN-2000 - 31-DEC-2000 

16JAN-20: 
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GCAMERUX, INC. 
ATrNzTEFmLJaRITz 
3737 WEsr l27TH SF. 
cTrE?GO, IL60658 

GcIelEFtI~, INC. 
ATlmTEmYLJamz 
3737 WEST l2m P!3mim 
z&!xP,IL60803 

Gc AMERim, IK!. 
ATI!RTEmYLJcxtITz 
3737 wE!sr l2m - 
ALslP,IL60803 

GcAt,3iaia, INC. 
XrlmTERRYLBwITz 
3737 WEST l2m - 
ALSIP,IL60803 

GDsT?iaxam,iNc. 
A!rmKEriH cx?AwKm 
25235 LEER DRIVE 
P-0. E?x 473 
FILlmmT, IN 46515 

c=EDEcMEDICRLSYSTEXS 
7coPuJsMx~c-ARM 
ATIR!tmLPrn 
384wRIGHr -DRIVE 
SALTIAKEC!ITY,uT84ll6 

GEMEDICALSYSTEN 
AlITNzLXtRYAKRXER 
P.O. mx 414 
MIWAWEE, WI 53201 

cazMEmaLSYSTEN 
ATIWLARRYA~ 
168OORYERXNRXD 
NEW ELERLIN, WI 53151 

~MfzDIcaLSBTEM 
ATINzIARlWAKRXER 
168OORYERXNRXl 
NEW BEE&IN, WI 53151 

510(k) m: K994077 
pI3mE Iv2 : 708-597-09cxl sEDFxxs1cNM?ux: 2%JA&2m 

510(k) SIRLWEW 

510(k) m ml518 
PI-KNENO: 708-597-09oo 

510(k) m: XXX730 
Ff-ENENO: 708-5974900 

510(k) i\lB: KOOi823 
pH3NE No : 708-5974Boo 

DEVIG?,:GRADIA 
SEDEXXSICNMADE:O5-JUL-2ooO 
510(k) Sl?WWWT 

DEVI~:GCFUJICE% 
SEfDEXXSItXMADE:17-JUL-2ooO 
510(k) SmcENEm 

DJiF%ilcE: LINKMAX 
sEDECISIONMADE:16-AU%2COO 
510(k) smtmEW. 

510(k) m -4073 DEWICE:HEMXITE'aTESTSYSl!EM 
PENEND: 219-264-7384 SEDECZSICNMDE:l4-JAN-2000 

510(k) SWMARY Am m FDA 

510(k) No: -221 

pH3NE Ex3 : 801-536-4694 

510(k) In Kooo315 
pHDMEm:414-544-3894 

DEVICE:VEWIRIcXJL?R~SISToc&KIT~~ 
SE DEXXSICN MADE: 27-m%2ooO 
510(k) SUWBY AVAIIABW FFXM FDA 

510(k) 1u3: RX)2978 
PENENO: 262-544-3894 

DEVIC4%LIGIWPEED3.OCl?,SCmMRSY~ 
sEDECISICNMADE:1O-Wi-2000 
510(k) fXlMARY AVAIIAWE F'FCM FDA 

510(k) ND: KOO3408 
PJKNF, IV3 : 262-544-3894 

DEVICE: CTCXRD IQOPTICN 1.0 
SE DEXJISICH MADE: 17-N-N-2000 
510(k) St&NARY AVAILAEU FRX FDA 



-ADDREssLi~~tDRH~ FQlDXBE (SE) 510(K) aSL@WWX CR 510(K) m BXAN-26.. 
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GJi&!mmALm~ 
ATmkI3LLEN SCINH 
P.O. BOX 414 
MILWUEE, WI 53201 

510(k) m KOO0571 
Ff-mE!m:414-647-4385 

~MEDIcatSY~ 
A!TtRLARPXAKRXER 
P.O. Fm 414, w-709 
-, WI 53201 

510(k) 1x): KCXWO2 
lF%xlNE ND : 414-544-3894 

GEMEmmLSYslmS 
ATiN:ALLEN SCHOH 
P.O. BQX 414 
MiWAWEE, WI 53201 

510(k) m KOO1016 
PKNEN3: 414-647-4385 

GEMEmaLS!BImS 
A!t'lNzLAFRYAKF8XER 
P.O. Kx 414, w-709 
-, WI 53201 

510(k) PJO: KC02611 
HE%uE m : 262-544-3894 

GFlMEmaLSYSTEMS -a TEC5lO(k) m K993751 
A!rrN:Ria-l?m - PIEm IKI : 203-949-8320 
61EWWSPARKRD.,MX2IH 
-, cr 06492 

GEMEO1CALSYsrums,m. 510(k) m: K993037 
Xt'lNzLWRYAKRXER FKNEND: 414-544-3894 
3000N. -BLVD. 
wAlEDHA, WI 53188 

GEMEOIcRLSYSTmS,INC. 510(k) m KOCXBOO 
A!I'lNzIAFRYAKXZER FKNENO: 262-544-3894 
P.O. Em 414 
MlDWKEE, WI 53201 

~MEDIc!ALSYsJ!EwS, 
ATIWALLEN 2zcxoH 
P.O. mx 414 
MlIlNNB, WI 53201 

(;EMEOIcziLSY~, 
PLERLlIkQKGmsYm 
Arri.PkMrn 
P.O. Kx 414 
-, WI 53201 

INC. 510(k) mz KC00516 
Pr-KNEm: 414-647-4385 

INC. 510(k) m Xl0695 

FHXEN3: 414-647-4385 

DEVICZ:GEI13GIQ&O 
SEDEX!ISICWMADE:18-APR-2000 
510(k) SUMBY AVAIUEXE FXM ?XJA 

DFJVICZ:SPIEWJIM~~XNGOFTICN 
SED.ECISICNFADE:26-MAY-2000 
510(k) SLMGRY Am FRX FDA 

DEVICE:GEUXXQ700 
SJZDECISICNMADE: 24-AFR-2ooO 
510(k) SUtMARY AVAISABW FRX IXn 

DEvia3: siGNAMm/l MhGNEFic-SYm 
SEDECISICNMADE: 31-ocT-2OtXl 
510(k) SUMMXtY AVAIUBLZ FRX FM 

DEVICE:CfRMXXtCShSXXiL173FE!I'AL~ 
SE DEXXSICN MADE: 02-FE&2000 
510(k) SUMARY AWULAEUE FRX FDA 

DEVI~:ILV+VERSICN2 
sEDEXXSICNMADE:M-FE&2000 
510(k) SUMNRY AVAILNXE FRX FDA 

DEVICE:ILCGHXZ%ED2.OCTSCANNERSYSTM 
SEDErxs1oNMADE:15-FEB-2000 
510(k) SOHAFtY Am F'IXM FDA 

DEVICE:GEiLM=IQ700 
SE DEXXSICN MADE: 19-APR-2000 
510(k) SLIM&WY AVAIIABLE IXM FDA 

DEWICX:GEiIXXZHIN DIWBXI'ICUL~SY~, ulLmAxmccmP 

SEtDEX?IS1oNMADE:16-MFt-2000 
510(k) SUMAFX AVAIMBLE FFXM FI3A 



mADDREssLimma)RHmE (SE) 510(K) t3OMmwB CX 510(K) - 

GEMEOI~SY~, 
ATiN:ALLEN +csclmH 
P.O. Kx 414 
MILWMWE, WI 53201 

GEMEOIcAT.&SYSTEm, 

JRXFINALDECISICXS~ DTJRIIG~PEFUCDOi-Jh-2ti'1 31-DEG2ti' 

INC. 510(k) m: KOO1267 
liTxNEN3: 414-647-4385 

INC. 510(k) 1\FD: KM)1946 
A!lTNzIAFtRYAKRXER 
P.O. mx 414, W-709 
MILWXEE, WI 53201 

PEN3 ND : 262-544-3894 

aMED1a&SYSTmS,INc: 510(k) ND: KRU849 
ATIlNtDDm PI-D?Eim: 262-785-8219 
P.O. mx 414 
MILMWJB, WI 53201 

GExGExMEmcnL -m, INC. 510(k) No: Koo1029 
ATiN:JmN BYITJER PIPSNEID: 949-240-7584 
24040 0 DEL AVION, A-195 
- BEE-I, CR 92629 

GEIGERMEDIcsG -iES, INC. 510(k) Mz KOO2341 
ATiN:bJcHN EtznTJER PI-KNEIKI: 949-240-7584 
24040 ciRKUD DEL AVICN, A-195 
- BEXH, CR 92629 

GJXSTLICX-PIGRM& 
ATImPEzmsRFl1c.mRTz 
1050 -m AVE. N.W. 
WAsBmXqDC2CO36 

-, INC. 
ATIN: Fl7EDEFucwsTRoBEL 
4ooE7!sr~mRD. 
P.O. Fxx 0197 
i3Rcmum, ai 43502-0197 

GENEmLAiR~mANDsuPPLY 
ATrN: MI- msHER 
6330 - BLVD. 
cxmMERmcITy,080022 

GENERALDEVICXS 
A!rIN:Mia SMITH 
1COOF3VERST. 
RIDGEFIELD, NJ 07657 

510(k) pJ3: K970569 
lXNE ND : 202-857-6378 

510(k) m KM1923 DEVICE:REXXNCYK.WEFtwHEELcHAIR, 
PwmNO:419-445-6060 

MJDEL7200, 7500&7800 
SEDEXXSICNMADE: 25~AUG2000 

510(k) ND: K993789 
PHXIEND: 303-892-7003 

510(k) IQ KOO2089 
PI-KNEID: 201-313-7075 

DEVICE:GESYSTEMFIVE 
SEDEYZISICNMADE: l2-MFZ-2000 
510(k) SUMAFtY AVAIMBLE FFCM FDA 

DEVICE:~AFRAYCmL 
sEDECISIoNFADE:3O-AlX-2OCO 
510(k) SUMARY AVAIIAHLE F!RX Fm 

DFVICE: GET+DmNaz NxiFErsYsi!E?.l 
SEDECISIONMADE: 22-D%2000 
510(k) STMMARY AVAILXUZ ?XCM FDA 

DEvIaz:GEIGERIaEDLEADAPTER, mm406 
SEDJXISICNMADE: 23-&lAY-2CXX 
510(k) SUMMY AVAIIABLF: m FDA 

DEVICZ:lHERGLCZUlERY uNiT,mELl50 
sEDECISICNMADE:23-OCT-2000 
510(k) SMaRY AVAILMLE F'FXX HX 

DEVICE: BI&EUXXS 
sEDECISI~MADE:14-AIG2tXlO 
510(k) SIw.mwr 

510(k) SUMGRY Am FEicM FIZA 

DEVICE:CLINICALBIAoDGASMIx!Ium 
SEZDECISICNMADE:1O-JAN-2000 
510(k) SXX%MmJ 

DEVIUZ: FUX!ITA-LT/FXXEI%GRX 
SE DECISION MADE: 21-MX-2ooO 
510(k) StUMARY AVAIIXZE FRX mA 

16-Jx?-201" 
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-ADDREssLi~Fz%imRH- 
XRFlW&DM;?SICNSRENXRED 

m (SE) 510(K) SOMWXBS OR 510(K) SEWEWNW 
DmumTmPERi~01-JAN-2000 'THKEEI31-D~2ooO 
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GENERAL miz~?~cMEDi~ SY~ 1510(k) IQ K993757 
m:KAREN WEBB FJFKNEim: 414-362-3329 
82OOViES!i!TIlwER AVE. 
MILWXEE, WI 53223 

G~EPAL ELECTRIC MEDIC% SYS~ENS 1510(k) m K994430 
ATiN:KAREN WEBB H-KBE Nl : 414-362-3329 
82oOwES!r!KP?ER AVE. 
MIENWEE, WI 53223 

GENERAL ELECIRIC MEDIaL SYSI!EZG 1510(k) ND: KM)0645 
SIGN 1.11 
A!rIwiANMcxmT.D PKNE Ex) : 281-275-5109 
l3OCO - DR. 
SUGAR LAND, Ix 77478 

tXNlW& ELWIRIC MFDICXa SYSIBB 1510(k) ND: -779 
A!lTN: DAVID T@HGiG PIKNENO: 414-362-2793 
82OOhZsr'mm? AVE. 
MILWUEE, WI 53223 

GWERAL ELECIRIC MEDICAT., SYSITMS 1510(k) 1uD: KOOlll2 
ATIN: DA-Vi0 l@+HLiG Pf3lE NO : 414-362-2090 
82OOwEsTm AVE. 
MiDWKEE, WI 53223 

GDJEDAL ELXXRIC MEDIC% SY,sITNs 1510(k) m ml.268 
ATlN: DZ+YiD W43LiG Pf-K%E m : 414-362-2090 
82OOwEsr'mmt AVE. 
MIIMWEE, WI 53223 

GENERAL EiECEUC MEDIC7G SYsllEMs 1510(k) m KOOl305 
A!i!lN:J.IAN MCXNAXD PI-Km No : 281-275-5109 
13ooo - DR. 
SUGAR IAND, TX 77478 

GBNERAL EUXIRIC MEDIC%L SYs?IEMs 1510(k) m ml359 
ATINDAVID WAHLIG pHckJEI\x3: 414-362-2090 
82OOWfEX'!KMER AVE. 
MIDWKEE, WI 53223 

GENQ?AL ETXCXlUCMEDIC%L SYSTRG 1510(k) m KOO2209 
ATmzImisMN PABST PHONE No i 414-371-3736 
82OOViESTm AVE. 
MILWAWZ, WI 53223 

DEXICE: XXAR7/8000 
SEDJXXSICNMADE:23-MAR-2000 
510(k) SUM-WY AVAIIAEU FFU% FDA 

DEVICE:iMJ?ACi!.WFMBiUWAVEFCRM~iVItGSY~ 
SEDECISICNMADE: 28-MAF-2COO 
510(k) SUN?GY AWUIAEXZ lTX.M J?DA 

DEViCZ:cX b!xqmmEMEDICALSY~pRuctcACARDIaTAB~SY~,vER 

sEDEXXS1CNEADE:24-MAY-2000 
510(k) SUWBY AVAIUEW, FFxX FDA 

DEVI~:Aw(pRL)~SY~ 
SEDECISIONMADE:18-lQY-2000 
510(k) SLMWtY Am FFXM FDA 

DEvim: GE M?lFwmmcLiNi~~~~,GE~cic 
SEDEtCiSICNMADE: 14-.JUN-2ooO 
510(k) SWMRY AVAIIABU FXN BDA 

DEWicE:(=E M?sQmrmPRisM~cNsERvER~~~ 
SE DEZISICN MADE: 17-.X&-2CGO 
510(k) SUWW Am JTUX FDA 

D.Evi~~LAJ3SY~ANOCARDI~EPsy~ 
SE DECISION MADE: 27-JUN-2000 
510(k) SiNWRY AL%lTXU FfMM E13A 

DEViCE:DASH3000/4oooP~~ 
sEDECiSIoNMDE:l8-JOL-2ooO 
510(k) SUM?BY AVAIIXLE l?FUM FDA 

DEViCE:GE MAFgmim Eus z!NALxs1s PRxR?w 
SFaDECiSICX'TMADE:18-ALG2OCXl 
510(k) +SDBNMY Am FlXX ?mA 



SuBMITaERADDmLI-mcDwI-~ c=) 510(K) m OR 510(K) - 16-&w-20x 
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GENERNL ELsIEmIce MDIc?iL f3EZm-s 1510(k) m IcOO 
ATTN: DAVID WC-ILIG FKNE ID : 414-362-2090 
82oOWESI!!KhmAvE. 
HDNIKEE, WI 53223 

csEmSIs~,INc. 510(k) I\x): I~994361 
EPLATE,ELSPMIClX)SIXWEU,TISSUEcxEXUREPLA!t!E,ESP~ 

F&NJ3 ND : 7151-778-5821 JYJm:AicELARI- 
303 S. K!KTU AVENUF, 
P.O. Em 39 
SPRIE WUEY, WI 54767 

GENES1sMED1c?iL,INc.. 
A!rm:3l-s3as i@tHMaN 
524WEDDELDRIVE,SUITE4 
!!lmwrm, CR 94089 

GIZNEXK-- 
A!lm:MIa-mEL - 
15OrKmBPATRIacBLm. 
BixnmmD,wI53045-5837 

GENIam, II: 
lrIN:d I-wmTmD 
573 -WAY 
ORTmANW,FL32828 

573 - WAY 
-, FL 32828 

~ME.mcAz,INc. 
ZQTN:JDDYFOaRDON 

if&E #Ci7:2656 I 

GENZYMEOQRP. 
XC'IWJCHNADELUCIA 
ONE-F 
CaMBRmGE, &I?4 02139-1562 

-(=oRp. 
HIGH- 
A!rIN: i??mR4a PIZZA 
m=sQwyIF: 
c3bEmxE, MA 02139-1562 

510(k) Kx K992045 
FfKXE Ml : 408-522-8690 

510(k) m IQ93553 
F%xm No : 414-792-3900 

510(k) 1uD: K993625 
PIXINE ND : 407-273-7619 

510(k) ND: Koo2542 
PHclNE EUD : 407-273-7619 

510(k) hx): KOO1146 
!z-mEi m : 9494544177 

510(k) m: x994328 
FKNEi NO : 617-374-7266 

510(k) ND: KOOO239 

EmE N3 : 617-252-7953 

DEVICE:XL?!RspO2MYX7LEWI'IHMAS~SEl' 
SEDECISICNMCDE:18-CCl!-2000 
510(k) SUM?GY AVAILABLE: FKM FDA 

SEDECISIcNMADE:18-FEB-2000 

510(k) StRMARY AVAXLXW, FKM FDA 

DEVICE:~IC%~FAMILY 
SE DECIS1C.N M&DE: 27-.JAN-2000 
510(k) SI!XmEm 

DEVIC.E:GTI-FVIIIINBIBI'ICRASSX 
SE DECISICN MADE: 01-FEB-2000 
510(k) SUM!AFU AVAIUBLE FNM FDA 

DEVICZ:~CNNEEDL& l2m,Ma3EL900-200 
SEDECISICNMADE: 2O-JON-2000 
510(k) SUMiRY AVAILABU FRX J!DA 

DEvIm PEum CANNULA 
SEDECISICNMADE: 23-ocT-2000 
510(k) SUM4AFU ALTMLAEU FKN = 

DEvIa3:GENYxFrJaBLE~m- 
SEDECISIONMADE:3O-JUN-2000 
510(k) SUMMAFZ AVAZAELE FKM FDA 

DEvI~:SEPRAm%BI~I~~ITE,~EL~~ 
SE DECISION MADE: 02-&lRR-2000 
510(k) fXJHARY AWUUBLE FKM FDA 

DEVICE: GLYPm -, GL;IIpI7D~,~IlxJ~,GI;ypRD 

SE DEXXSIca\l &l?QE: 21-MXG2000 
510(k) SWQRY AVXIXKE FKM K)A 



-ADD~LI~~cDRH- m (SE) 510(K) m CR 510(K) m 
FCRFIN?&DECISICXVSRENDEREDDURlXIwEPEFUCDO1-JAN-2ooO TWrXXX31-DG-2ooO 

_* 
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GENZYMESORXCFSLPFCJXCC (GWZYME 510(k) m: KOO1434 
~SURXCX.#SUTUFE 
ZU?IRMAWEGRAY pr-mEm: 508-677-6512 
6ooNRm3TIxml 
FATaL FOYER, HA 02720-4740 

GENZM?lSUlXXCALPRXXJCT 
~MRRXEGRAY 

@ENZYME 510(k) No: KfXM.40 
IPI-KNEND: 508-677-6512 

6coAlREoKrRD. 
FAIL RIVER, MA 02720-4740 

~WC=?&LE,. 

1777iasr m RD. 
m,NY14623-3133 

510(k) m: K994314 
PIXNE No : 7X-272-5013 

GEZTIG-a- 
ATI!NzJAMEZiAEENZ 

C510(k) m KCXXM55 
HElNENO: 203-431-1511 

55IKIxuamBLm 
ziuI!lE200 
GREAT Nmc, NY 11021 

GEmERGMm 
ATIN:-wwEII3H 

510(k) m: KCCUl25 
EYXNEm: 508-771-6777 

344ANNmELwmINrII(3AD 
-, MA 02632-2402 

GILLEITE cZ3ILDm’S CCRXIxTY HEAISlO(k) No: Kwo861 
ATTN:LINDA IJALERI lTsm3m: 651-229-3808 
1785 GOLD CDJRT 
EPG?N,MN55122 

GIMBELGJLWECO., LTE 
EitzcmmpfrmMIILm 

510(k) m: HI03063 

ATINz(zaDa?PPARDY 
10640 NCRl.H 2&IH DR. 
ciul?mA-200 
FKENIX, AZ 85029 

FHXE1\10:888-667-8425 

GLmAT.lTla?smELID. 510(k) m KOOl.279 
ATIN:BEN MA 
BLOCK?. 5/F.. R.XM 8 

PikJE’N3 : 852 245 41883 

N7iNFukIND. CITY 
18TINHAUIMAD, TfBNMUNN.T., 

GT.mMED INI!Ll., INC. 510(k) m Koo2340 
ATmzJANbmPTuaaFt ET-DNEND: 775-342-2612 
198 AVENUE DE LA D'EMBAIJI 
SPARKS, NV 89434 

DEVICE: 'ocYllmY' II DACXN I "SILKY" II mLYDEx&TEwDEKIIuxxEsmR 

sEDEC!ISICNMADE:X&JUN-2000 
510(k) S&WARY AVAIIAEW FFad FDA 

DEXICE:NMTsTITcH~I~VAL~~ 
sEDECISICWMADE:13-NCW-2COO 
510(k) SlslMARy AXfCU?WE F lQA 

DEVICE:caslzeSERIESlOOHC!STEMswILI~ 
SEDECISICNMADE:16-FEB-2OOJ 
510(k) SUM?@Y Am l?R%f BDA 

DEVIC.E:GEXTIGGLJARD 
SE DECISICN MADE: 19-APR-2W.Y 

510(k) SUMARY AVAILX!U FRX EDA 

DEVICX:GEUDER mm- CWSULARTENSICNFUNG 
SEDECISICNMADE: opor=r-2ooO 
510(k) S'nmmm. 

DEVICE: cTu4NIe 
SEiDECISICNMADE: 3O-CCT-2ooO 
510(k) !XR@ARY AVAILAEW F'RX EDA 

DEWICBGIMBLPUNCTIURE RESISllANTmmIamwITHmR 

SE DECISICN MADE: 22-NW-2000 

510(k) i?XWFmm 

D~CZ:611990402D1GI'IAL~ 
SEDEXXSIcB\TMADE: 28-APR-2000 

510(k) SUMWU AWILAEFX FRXS FDA 

DEWICFzVINYL ELxmmwMmm, mER-FREE, YELLCW 
SE DEXXSICN M7iDE: 22-AxJG2ooO 
510(k) simamm? 



-ADDRESS IIT2nmsmcDRH-~ VW 510(K) 
JmRFTNALDmIS1aJSFmDEREDDuIutGTHEpERIaD01-JAN-2ooo 

tX.MNUE OR 510(K) - 
'JHUXQi31-DEc-2ooO 

X-JAN-20, 
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GID.03 (M) SDN. F!HO. 
GCLAIM(lOOMIc.!mmNsmLESS) 

510(k) No: K994Ol3 

ATlN:mN(Iiz3m3 I-KKK Ft3xEIm: 603 3913888 

DEVICZFWDEREDLWEXEXAMRWTCNGLCNESWITH~IN~IABEtIN 

SEDRZISIONMADE: 2oJAN-2000 

510(k) V 
Im76O,~HAJISIRm, 
oFFJALANMEm 
-, SELWGCR D.E., 

cmvE~,INc. 
ATINzENMYTJCEtG 
889XUI'HAZUSAAVE. 
CITY OF lINDEmY, CR 91748 

GOMEOIc7& DPTY. LID. 
ATIN: GEkxGE O'NEIL 
20oCXWXILLAVE. 
SUB=, PEFaH, 

GQMmImL DPIY. La). 
ATIN: Gfrmx O'NEIL 
20oCHWCHZLAVE. 
-I-, 

GccMI rmm~INc. 
ATImMAta-IPARK 
P.O. m 2123 
aJRmnm,cA95015 

GRADIFuREiLID. 
, IALP-1, LALEw5 
ATImRI-KmnPILGFm 
UXL~RIVERSIDE~~~E~~~PAHK 
35-105 DELHI Iif.ND 
KRIH FfYDE, 

~AMERrmsuIuRE, INC. 
ATINzAN'lXNYJDRdEXURIO 
2225 DARYLA DRIVE 
GFtAETN, WI 53024 

GEl?wAMERIcANsL?ruRE, INC. 
ATINzAtWXNYJDIMERXXO 
2225 DAKOI7i DFXIVE 
GIUWICN, WI 53024 

GPAKsAMEEuaNsuIuRE, INC. 
ATlNzANTlX@WJDlMXURIO 
2225 DARTA DFOYE 
-, WI 53024 

510(k) m: I(994064 
FKNE~: 626-913-1798 

510(k) m KWO263 
F'IKNE ND : 618 938 81991 

510(k) ND: KG02803 
PKNEiN3: 61893881991 

510(k) fro: KOW736 
FHXEIXW: 408-996-1973 

510(k) No: K993332 

DEvIc33:BLuENITRILE ExAMmwIcNGu#Es -FXXDERFREE 
SEDECISICNMADE: 28-JAN-2ooO 
510(k) SU&ARY Ab7UUBIE F'RX ZDA 

DEvIcE:mMEmcaLEnLT.mN INFus1cNSYSTJm 
SE DECISICN MADE: 09-MW-2000 
510(k) SmrEmm 

DEvIcE:THEo’NEILi5TImmFIELD~~KIT 
SEDECISICNMADE: 27-D=2000 
510(k) SUMMW AVAIiXXE FIMM FDA 

DEVICWIAJOIE 
SEDECISICNMADE: 08-ACG2C.XKl 
510(k) SI!?mmm 

DEvIm: QzADm IAHIGH, GRAD- L?im??amEzS%rAHp-1,IpIHp-o5 

H3mEm : 011 612 98251514 SE DECISICN MADE: 16-FEB-2000 

510(k) SfJtMWY AVAILXKE I?Fm FDA 

510(k) ND: KOO2999 
FT3ZNElND: 262-375-0227 

510(k) m: KDO3Om 
liFK.NE 1u3 : 262-375-0227 

510(k) No: KNXOOl 
PI-DE No : 262-375-0227 

DEVICRGRMSPCaYPW3PYL'ESIE~~ 
SEiDECISICNMADE:18-DEG2OCO 
510(k) SUMWRY AVAIUEU FRX FDA 

DEVICE:GF@MSN~L~NN~M~B~~~BABLESUIURE 
5'EDECIS1CNM?iDE:18-DEtC-2000 
510(k) fiUM.WY AVAILAKU F‘FCM FDA 

DJZVICX:(=RAMs‘SILK~SUIURE 
SEDEXZISICNMADE:15--DEXZ-2000 
510(k) .SUMnRY Am FRx FDA 



sLJBmnmADDREssLI~F13w~- m (SE) 510(K) m CR 510(K) StMEWmS 
FcwFINAT,DEXXSICNSRENDEREDDDRIMZ'IWPEiEUCD01-JAN-2~ ~31-DEG2CCXl 

510(k) m: KMX4B7 
FBNElIXl: 603-672-0470 

GRASS - al. 
~STEWE!NE~Saf 
570 LIBERTY SC. 
BluuNmm, M& 02185 

510(k) W K994142 
Ftnw rm : 781-848-2970 

GEtEm-, m2. 
ATIN:GER?m FRIESEN 
639 NUWAY CIRCLE, N.E. 
P.O. BQX @JO 
LENOxR,NC28645-O8co 

510(k) m Koo3195 
PKNENO: 828-754-5327 

GREDXY S. JACXU3, D.D.S. 
m:-sm 
9672 READW cxRCLE 
DESPLAINS, IL60016 

510(k) m: x994048 
pH3NE ND : 847-298-8954 

GREINER - IKRTH AMERICTL, IN510(k) m: KOO2777 
ATTNtJODISm!m pI3mEND: 410-313-8003 
P.O. m 6581 
ELLIaYITCI!rY,m21042-0581 

GFaJPELEPINE 
ATlml2c-wmsW~ 
962 EKUlH TAMI?HI TRAIL 
SUITE 203 
-, FL 34326 

510(k) m K991962 
Pi-Km m : 941-366-1882 

GRXFBUS DIXBXTICS, L.L.C. 510(k) m: K993732 
A!ITW'-IB3MMTSAKERIS PIECE NO : 301-330-2076 
16809BlWDDAW~ 
lXXWILU,MD20855 

GuIDANrcARDIAcAND~ SOmE5lO(k) iQz KM32676 
ATImKRIsrEN I-KNL FFKXGNO: 650-470-6200 
1525 O'BRIEN DR. 
MENmPARK, CA94025 

GulDANre. 510(k) ND: K993639 
EEUX%WGDlIXCXT.CNm 
ATm: SUSAN SILAVIN FFDIEN3: -235-3127 
32oOLhKESIDEDR. 
P.O. B3x 58167 
f?ANm CLAPA, CA 95054-2807 

SEDECISICZJMADE: l2-APFt-2000 
510(k) SLW2UY AVAXiZ%E FRZM ZDA 

DEWICE:GR&SSB3201/6401EEG~SY~ 
SEDEXXSIoNMADEt: OGMX-2000 
510(k) m Am FXM iDA 

DEVT.CZ:~SKIN'BSTlX SYm,mELGr-I!r,GT-IC 
sEDECISICNMADE:B-DEC-2000 

510(k) SUbWRY AVAXZBLE F'IXH FDA 

DEXICEi:!XWAELELIGHI'CURINZUNIT 
sEDEXXSICX'JMADEr:l3-JAN-2ooO 
510(k) smt%iim 

DEXtCE:VAUBZTEWIlHPPACX 
SEDEiCISICNMADE: 05-CCT-2WO 
510(k) SUMAF?Y AVAIIAEW FEirm BDA 

510(k) smtWEm! 

DEVICE:J3VEUJE 
sEDECL!XCNMADE:15-H?U-2000 
510(k) SUMWY AVAILAEW FFQl FDA 

DEXiCE:ENLXMWXDUAWASSTEX+AbAYSHFATH~ 
SEDECISICNMADE: 3O-tXT-2000 
510(k) SUMMARY AWILARU FXXM FDA 

DEVICE:FtXWWACl8PERTPHERAtD~CN~,~~18P 

SE DECISICN MmE: 27-&4N-2OCO 

510(k) SUbWRY AVAIUBIE = FDA 



-ADD~LI~maRHsuBsTANI?Az;wI~ CW 510(K) - CR 510(K) - 
FtXF'INALDECIS1CNSREND~lXJRlX?HEl?EFUCD01dAN-2000 !WRX%I31-DEG-2000 

GurDANre. 
ATIN:RxB!l DANKaH 
3200 LAKENDE DR. 

510(k) m: KooolOl DEVICE:RXVIATRX14PERIPHERAZ;D~~~ 
FwNEm: 408-845-3127 SEDECISIoNMWIE:10-FEB-2000 

P.O. BOX 58167 
SANrA CLARA, m 95054-2807 

GcJlmNcocBIp. 510(k) ND: KOOO598 
m-m PHmFs~:408-845-3995 
3200 LPXESIDE DR. 
SAERlA CmRA, CA 95054 

GlJamlrm. 
ATm:BYFm IlFmERT 
26531 YNEZ RD. 
!LlamaA, a4 92591 

510(k) ND: -793 
l?fmE m : 909-914-2156 

GulDANr CmP. 510(k) m Kool.222 
5510-18, 1005511-18, lCQ55l2-18, 1005509-28, 10055X%28, 1 
ATIN:- AND- PH3E m : 40843453995 
3200 LAKESIDE DR. 
P.O. KX 58167 
SANITA (imPA, CA 95054-2807 

GuIDANr(Jcwp. 510(k) m KOOl224 
29-u, 1005131-13, 1005l33-l.3, 1005l35-l3, 1005l37-13, 100 
ATIN:- AND= pl!mEm: 408-845-3995 
3200 IAKESIDE DR. 
P.O. BX 58167 
SANrA CLARA, CA 95054-2807 

GulDAtmm. 
ATIN:izimcm sm 
26531 YNEZ RD. 
Ti24Eam, CA 92591 

510(k) No: KC01435 
l?i-mE m : 909-914-4527 

GtJIDmrm. 
ATTNz SUSAN SIIAVIN,PB.D. 
3200 LAKESIDE DR. 
SANm czARA, CA 95054 

510(k) IQ w302143 
PIxmm:408-845-3127 

GuIDANrm. 510(k) W Roo2206 
Tlx,HI-ToRQuEwHIsPERMsGulDEwIRE~m~~ 
m:- AND- FHxEIw:408-845-3995 
3200 LAWSIDE DR. 
P.O. B3x 58167 
sAt?rA cx.ARA, ai 95054-2807 

510(k) SU-NARY AVAIUEUX FTXX l?DA 

DEVICE:5FGUlDItGcXU%TER 
SEDECISICNblADE:24-MVt-2000 
510(k) SUMWtY A- FIal J?DA 

DEVICE:1OIWVI?WW18~DILA!lMTCN~ 
SEDECISICNMADE: l%APF-2ooO 
510(k) SUMARY AVAILABU FXM FDA 

DEVICE:~MEGGINKSDSBlLLIAPY SII5?TS!WJN,MXXXS1005509-18,100 

SE DELUSICNMADE: 17-MAY-2ooO 

510(k) SUMMARY AVAIUWE m I?WJ 

DEvIa3: FtxBEEaLmK 14 BILI?@Y SIENJ! SYSTEM, MXELnS 1005l27-13, 10051 

SE DETXSICN MADE: 17-&i?iY-2000 

510(k) SUMhRf AVAIUBLE FFuX FDA 

DEVICE:VlXQGOPMMAGUlDIWCXmETER 
SEDEXXSICNMADE: 02-JUN-2OCO 
510(k) SUMARY AVAILABM m FDA 

DEVICE:DYNWINKBILIAHySELtF-EXPANDING,TEWl?SYsIIlEM 
SEDECISIONMADE: 12-CXT-2000 
510(k) SUMMARY A?MIABLE FHN FlN 

DEVICE:BI-‘IOFQJE WISPERLSGUIDEWIREWITEfBYDFUYXTBYD~~Ccx;yI 

SEDECISICNMADE:24-AuG2OOO 

510(k) SUMiRY AXVIABLE = FDA 



tTm?mmmmREssLI~mcoRH-~ (=I 510(K) - CR 510(K) m 
~FIN?&DFXXSICNSRmDERED Dt.RL.s~~mo1~2ooo lHRX.X31-D~2000 Page 149 

GuILINm- 510(k) NZ K994118 
ATImPm!ERwEI FTblE'Iu3 : 415681-9760 
93-IDEm 
SAN FRANcI=, CA 94132 

GUIMUXMEDICAFBPRZUCTS (NS) SDN5lO(k) m K293793 
ATl!NzSUSANDGXDSlB FFKN!Z NO : 203-431-1511 

(2Faxr NECK, NY 11021 

GUIHEUEMEDIcAHEPRBUCTS (Ns) SDN5lO(k) m: KMx)(390 
Es 
ATI!NtSUSANDWLlBlE 

BLVD., &Z 
pLK%IE K, : 203-431-1511 

55 - 
GRE&T NEm, NY 11021 

GCTWUJZMEDICZiREPRXJCES (NS) SDN5lO(k) ND: KC01047 
ATIWSUSAND GcxIxmzIN-m m ND : 203-431-1511 
55rauuERNBLvD.,SuITE200 
aEAT NFCK, NY 11021 

GzlMRIEMEDIWW (NS) -10(k) 1u3: KOOlO49 
R=W 
XTN:SUSAND GoIDsTEmFALK HPJNE NJ : 203-431-1511 
55Iw.xmmNBLvI).,suITE200 
czREzsr NEiCK, NY 11021 

GYNEmRE, INC. 510(k) Nx I692901 
m:GEtEaxY &3cNEs PFmEm:908-218-2481 
P.O. Em 151 
B,IuJO8876-0151 

GYRusMEmcnLLlD. 

ATTNZDAVID KAY 
FtzxamNFD., ST. MELLONS 
CARDIFF, 

510(k) ND: KOOl270 

H%%IE ST3 : 440 292 0776300 

GYRusMEmCAGL!rD. 
ATrN:DAsmY mi 
FcxumNRD., SC. MI!un?s 
mm, 

510ik) I0 KO03569 
IE3xBlE No : 440 292 0776300 

J%CMEDIC7+LDEVICXSSPA 

YiLFLmmo cL!Asmu 
VIA PISA 250 
20099.533Sm SAN GIWANNI 
-t 

510(k) N): KOO2074 

!e%-mErn:O46-~5-Ol25 

DEWICZ%cXWWlmS,~,AND~, NzimRALRDBBERLATExo3%w3Ms 
SEDFiCISIcNX?XJE:14dG-2000 
510(k) StBMRY A-WUUBLE FRX FDA 

SEDEZISICNMBDE: GMAN-2000 
510(k) sT?tmm~ 

SEiDECISICNMADE:lCWEEb2OC0 
510(k) SllATEMwT 

DEvIa3: GrJEnlE LFEEX scJKx3L GUMI pl?E-D) 
sEDEms1CNzmDE: 28-APR-2m 
510(k) mxtmma 

SEDECISICNMADE: 23-M7U-2000 
510(k) ttmwmmr 

DEvIm: GYNE!am VEEGAEOmGVAPm 
SEDEfCIs1mMADE:18-JAN-2m 
510(k) SUMARY AVAIIABLE: FRX FDA 

DEVICRGYRUS -sYm AXIFWXtBICQPELZXXXDE 

SEDECISICNM?iDE: 28-AER-2ooO 
510(k) St.MARY Am IYIXM FDA 

DEVICE:BCBSYS!rEM 
sEDECISICHM4X:19-DEG2OOO 
510(k) SUMARY Am FRX FDA 

DEVICE: AB CARDIETTE DAEDALusvl.m7BAsEANDAB~IElTrE~sm 

SEDECISICNMADE: O&CCC-2CCO 

510(k) SUMQFtY AVAIL?BX FRBJ FDA 



-ADDRESS LIslwGmmRHm~ CW 510(K) 
FoFt?3lmT.Jms1oNs 

.TDMMDE CR 510(K) m 
REsDEmDDwRING~mo1-JAN-2ooo !EmXZH31-DE&2ooO 

H.S. BXPM'AL SERVICZ S.R.L. 
ATm:LucIo lIbERYA 
131 HI- DRIVE 
ScwIH~,mO6073 

H.S. HXI'M% SERVIa S.R.L. 
ATIN:mo Il.MmxA 
~lHIGJr%iAYDXVE 
+sami~,cr06073 

H.S. I-KfWTC SERVICE S.R.L. 
ATlmLiK!Io rlMEam 
l31HIQWAYDFUW 
f%m!f-I~,c!rO6073 

i3rsBfPm cc%Fp. 
AT?N:EIAINE ia-imxm 
2Iux?TH?aMIAMI T!RAa#802 
-, FL 34236 

-a%zp. 
ATl.N:ELI q-m 
7855GFWSFCml!RD., DNIT6-4 
fzuxIE‘IL6077 

-m. 
ATTN:ELlI OXEN 

HAI-,INc. 
ATIWRICHARDCLANZ- 
3OIvxrHFoIN!c~ 
SUJND BEACH, NY 11789-1734 

BAtaLmmI~,INc. 
mJ.DAVID %XWSCN 
505 EDISCN mY 
P.O. Kx 3ooo8 
RETJD, NV 89520 

I-lzMEm?w31RNE- 
AT'iWMEX:DBMILTCN 
loo alMMlxs aiD?rER 
SUITE 102-c 
BEwEFGi, MA 01915 

510(k) f33: KOO2944 
HENEND: 

510(k) m KO02946 
Pt-ENEEx): 

510(k) 1vD: KOO2947 
FENEiD: 

5iO(k) iti -K994023 
PHJNE m : 941-364-3700 

510(k) IQ K993678 
FJr33E im : 847-329-oool 

510(k) ND: KOO2177 
FT-KNE ND : 847-3294001 

510(k) m: ~994340 
FTXNE No : 631-744-0059 

510(k) ND: KOO1686 
FENEND: 775-858-3200 

510(k) m IO380 
ETxmE N.3 : 978-921-2050 

DEVICX:PFtECISABIOPSYNEED~ 
SE DEXXSICN MADE: 19-DEC-2000 
510(k) SWNARY AWILAEU FFCt-f FM 

DEVICE:SILEWI'BIOPSYNEED~ 
SEDECISICNMADEi:19-DMT2ooO 
510(k) STRMhRY AVAIUBLE FEaX EDA 

DEVICE:BICWLASF'~~BIOPSY~LE 
SE DEXXSICN MADE: 19-D-2000 
510(k) SUWAKY AVAILABLE ETXM EDA 

DEUICE:~BEMMYSTSURGICALAEPLI~SYsIlEMH-AS01 
SEDECISICNMADE: 25-APR-2ooO 
510(k) SUNMY AWILhBLZ FXM l!DA 

DEvIm: m -mANALYZERm-5OOOSERlES 
SEDEtxSIoNMADE:o~-2m 
510(k) SUMMARY Am F'EUM FDA 

DEVICE:- acYGmwI~m~TEKp5000~ 
SEDECISICNI%DE:14-SEP-2COO 
510(k) SUMWY AVAILAXE FIUN FDA 

DEVICE: cLINIcAL-MI-, MmELBAIcTFlccnxYZ 
SEDECISICNMADE: 2O-SEP-2000 
510(k) sIWmmm 

DEVICE:GALILWWNTXXUR 
SBDEXXSICNZGDE: 23-JUN-2000 

510(k) Smnzm?r 

DEVICE:FtXWMWt 
S!XDEXLSIONMADE: 03-MAY-2000 

510(k) SUMARY Am ZF0f = 



suEpawADD=LImmmRHm EQWXNNC (SE) 510(K) ZWMFWES CR 510(K) m 
FaRFTN7GDh'CISICNSRENDEiREDDURlX'lNEPERICD01-JA&2~ 

16-m-2; 
'THWXX31-D~2ooO Page 151 

HAND lINtKmMm, INC. 
ATIWAL m1n 
19526 ims?' mia DRIVE 
MIAMI,J?L33015 

510(k) ND: x002775 
PHXVE i?3 : 3054293437 

I-lAmammsDN. BHD. 
LlmcL?m4(5oMI~mLEss~ 

510(k) m: Koo9l.3 

A!rImNI:Iuk HWA 
I17114209JAUNB?mRnM 
Mu=, JMSW, 

BANWJZURUBBERPICWCFSL~. 
ATIN: B. DAMlYBApm 
46/34 iSYAM-, 
crzxa+m 2, 

HTWD NCWDIN S.A 
ATINzJAMEFSDEXANEX 
100MAINsxREEiT;~l.20 
-, m 01742 

I+APAUl KRDIN S.A 
RlXWJME!SDELANEX 
100MAmmREm;~120 
cXtDJRD, MA 01742 

H?iRDYDI?GMXTICZJ 
ATIN:MELLGSAM~ 
1430 WEST i-%xXx L?w 
6s?wm MARIA, czi 93455 

BARDYDIpGpJoGTIcs 
ATTN:MELISSiMTR?ZLCR 
143OwEsfMxmL?!NEi 
SANrA Mmm, CIA 93455 

IiAFtDYDI?GMXTICS 
ZflTN: MELISSAMTl4NtXl 
143OwJzsrMcmYLANE 
SANTA MimIA, CA 93455 

‘PiTlEN : 606 952 9003 

510(k) m ml669 
Pi-ENE ND : 301-280-4528 

510(k) PiT): KOOO351 
It?fiXE N.3 : 94 74 796936 

510(k) ND: KOO3219 
F7XNEND: 978-3714066 

510(k) 1uD: XX)3221 
plYtalE No : 978-371-0066 

510(k) No: K994046 
lXNENO:805-346-2766 

510(k) NO: K.994051 
iGENE NO : 805-346-2766 

510(k) Wz IQ94063 
H-?.%F,No:805-346-2766 

DEVICZ:DIsI7&WXARR?iDIUS -REPmsYsTEM 
sEDEcIsIm~:o5-D~2ooo 
510(k) SMGFZ AVAILABU FTal FDA 

DEvIcelxmm~IATExPATIENT ExAMINATIoN-wrlH~mrABE 

SEDEXXSICNi%DE:1O-AG-2000 
510(k) m 

DEVICE:BAtGER(ZfWIALBAND 
SEDFCISICWMADE: O&DE%2000 
510(k) SWM?W AVAILABW FRN ?nA 

DEVICE:BANWEUALATEXP~EXAM.~~~-FREE 
SEtDEXXSICNM?iDE: 23dUN-2000 
510(k) !mammc 

DEVIC33:i3&RALDNCiRDIN~ C?@BCNFTBERcIMwGlTEDENlXT.l~ 
SEDEXXSICNMADE: 25-W%2000 
510(k) SM+ARY Am F'RX FDA 

DEVICEzBARALDI'XXDINGLASSMGL?!SSF'IBEiR~~~PaET 
sEDM;?SIC@?M?iDE: 25-OCI!-2000 
510(k) SUWARY AVAILXCE F'RJZM lT)A 

D?WICZ:HAFWDIsKCEFACXR3Oi.iCG 
SE DEXXSICN mE: Ol-FEB-2000 
510(k) !immNmr 

DEmcRBARDYDI~lxxYcYcLINE,~ 
SEDECISICNMADE:1O-JAN-2ooO 
510(k) iTWmm?r 

DEVICF,:BARDYDISK~,3OXG 
SEiDECCS1C.NHADEi:14dAN-2000 
510(k) S!WImmr 



fixmmmRADDREssLI~FcwcDRH-~ 
JXRFINALDECISI~~ (SW 510(K) 

DuRrmTmPFRIcDo1-J2m-2OcO 
- OR 510(K) SI'ATEMENT 

'lFKUGH 31-D-2000 

HARDYDlXI'kXMCS 
AlTNzMELISSAM~ 
1430 WEST McaY L74a 
SANllA MAEUA, CA 93455 

510(k) ND: K994067 
HxrJEN.J:805-346-2766 ~DExzcsIm~: 

510(k) s?ixmmT 

HARDYDlTXXX!MCS 
ATIRMELISSAM~ 
143OwES!rMocoyL?m 
l!zNwA M?lRIA, ai 93455 

510(k) mz K994.089 
RKNEiIW:805-346-2766 

DEiVICE:HAFXn!DISK 
SEDDMIISI~MADE: 
510(k) s%WmFHT 

mcoL, 3owG 
ll-FEE-2000 

IBFDYDIUNXTIC% 
ATIWMELISSAMTRFXUX 
1430 WEST Mc[xTy LANE 
SANTA MARIA, CA 93455 

510(k) r?A K994091 
FlXNEim: 805-346-2766 

DEvIa:I3mDYD1SK 
SE DECISION MADE: 
510(k) m 

GErm!MIcIN,1m 
ll-FIB-2000 

-HN?DYDIAGNXTIa 
ATIN:MEZISSAM‘IRWLCR 
1430 WEST xcm LANE 
sANI!A MFBIA, al93455 

510(k) ?a: K994l29 
ETXNE N.3 : 805-346-2766 

DEVTX: HARDYDISK 
SEDECISICNlGDE: 
510(k) snmmxc 

-r- 
XL-FJB-2ml 

IiARDYDmCS 
ATIl'kMELISSAM~ 
143OwEs!l!hsxmYIANE 
itGAt?m MimIA, CA 93455 

510(k) NJ: K994l.32 
PlXNE~:805-346-2766 

DEVICRHARDYDISK 
SiEDFXXSICNMhDFa: 
510(k) .TLWBam 

IicmmEM, x&5x 
UbJzAN-2OGO 

HARDYDIPGNXXICS 
ATIN:MELISSAMTPAYLOR 
1430 WEsT &%xni ImE 
iTANn MARIA, CA 93455 

510(k) P0 K994134 
FWXENZ):SO5-346-2766 

DEvIa%HARDYDISKoxAcmJN, lMcG 
SEDECISICXVMADE:17-FEB-2OGO 
510(k) +‘xXmmm 

HARDYDIBXXTItX 
A!tTN: MELISSAMTFWICR 
1430 WEST tamY LANE 
SANA M?uuA, cn 93455 

510(k) No: K994135 
F'HXE im : 805-346-2766 

DEVICZ:HAFtDYDISK EFtmmcwm, EM02 
sEDELXSIC?!IMADE:16-EEEi-2WO 
510(k) zxrRmm~ 

HARDYDiXNXTICS 
ATTN:i4EKESAMTRAYLOR 
143oiazsrmm 
SANIA MARIA, a4 93455 

510(k) m K994150 
PI-KIIENO: 805-346-2766 

DJwIcJs:lmRDYDISK ramcmcmlrn 
SEiDEXXSICWb!ADE: 
510(k) sm!tmmr 

16-Jm!-2m~ . 

IGRDYDINNXTICS 
A!lTNzMEUSSAMTFAYXR 
1430 PJEZXC Mccm lANE 
SANrA MARIA, ca 93455 

510(k) W K9942l2 
l?HZNEi~:805-346-2766 

DEiVICE:HARDYDISK 
SEiDECISICWM%DE: 
510(k) .Ywimmr 

HARDYDIYGNXTICS 
A!L'lWMELISS?AM!LFWLAX 
1430 WESI' i.%3xYf LANE 
SANTA MARIA, CA 93455 

510(k) No: KCWO22 
PICNEIW:805-346-2766 

DEVICE:I-BRDYDISK 
sEDFxIs1cNM?mE: 
510(k) ~IXWEXC 

m,3w 
17-?TEEs-2ooO 



-ADDREssLImmcDIwv m (SE) 510(K) SDMMWBS CR 510(K) ssmcwmm 
~~DECISIokJsFUXNDEREDDUFUXTHfXPEXmO1~-2ooO lFIRXZI31~2000 

HARDYDITGNXTIcs 
ATim:- TRAYICR 
143OmSTtaxmIANE 
SANIlA MARIA, CA 93455 

HARDYDIXNXTICB 
zaTNtMEu;ssA~ 
143OwESTMxmLaNE 
SAEJTA MARIA, CA 93455 

HARDYDIXNXTIS 
ATINzMELISSAM~ 
143ObmTmmYIplNE 
SANIA MAFUA, CA 93455 

i-FGDYDIXNXTIC?S 
RlTN:-MTRAY 
143OwEs!rMxxxLaNE 
SANIlA lmuA, ca 93455 

HWDYDIXNtWIa 
ATIWi4ELISSAM~ 
143OwEsrIcmYLmE 
tzam.a i4rnIA, a 93455 

HAFQYDIXNXTIC'S 
ZXIl!'kMELISSAM~ 
143OvzESTmIANE 
SANrA MWIA, CA 93455 

HARDYDIXXXTICS 
ATnu:MELIssA TRAYKR 
143OwEsrMxmLANEi 
SAMlA MARIA, CA 93455 

HAEtDYDI?GIQYXCS 
ATIN:MELIssA TRAYLOR 
143OwES!r~~ 
sr3N.m MARIA, CA 93455 

HARDYDIZXXXXIC'S 
ATlN:MELISSAM~ 
1430 WEST iDmY lANE 
SAmA MARIA, ca 93455 

HARDYDIBXVXTI~ 
A!l'INcMEZISSAMTRAYUX 
143OFiEscmLANE 
zfaivm MARIA, c!?i 93455 

510(k) ND: -128 
HXNFaW:805-346-2766 

510(k) m: KOOO130 
PfXNJZNO:805-346-2766 

510(k) Iu3: KOO0175 
F'HBEi~:805-346-2766 

510(k) m KOOOl.81 
PlXXmW:805-346-2766 

510(k) Wz KCXXU82 
PHBJEIW:805-346-2766 

510(k) m KCXXl83 
FHNE~:Xl5-346-2766 

510(k) ND: KOW201 
JZX@lENo:805-346-2766 

510(k) IW: KOOO203 
PJXNEm:805-346-2766 

510(k) f;D: -258 
PHCNEPIX) s 805-346-2766 

510(k) mi KOW259 
FT-ENEi No : 805-346-2766 

DlWICE:H?QUXDISK,~, 30&m 
SEDECISIoNMhDE:18-FEB-2ooO 
510(k) V 

DEVICZ:HAFUXDISK,N&IDIXICACID,3~ 
SEDECISICNMADE:29-FEB-2COO 
510(k) sm!mmm 

DEvIas:HAFmDISKTI~7~ 
SE DEXXSICN MADE: 02-M?Gb2000 
510(k) smmmm 

DEwIa:HAFmD1SK, CARBENlm, xloMo2 
~DECISIONMADE: 02-&m&2ooO 
510(k) fzmcmma 

DEVICE:HARD!mISK !rcmAMYCIN,lW 
SE DEfCISICN WE: 29-FEB-2!XXl 
510(k) .%mrmmc 

DEVICE:HAHXDISK,P~,1oo1MIx: 
SEDEiCISI~MADE:28-FEE&2000 
510(k) i%uamma 

DEwICE:IGmxD1SK, fszmmnaCIN1m 
SE DECISION MADE: 29-FE%2ooO 
510(k) txwmma 

DEvIcE:raRD~1SK,I<ANAMycIN, 3OMaz 
SE DECISICN MADE: 21-MAR-2000 
510(k) iTm.mma 

DEVICE:HARDYDISK, -tsEIyx= 
SEDECISICNMBDE: 21-M?iFt-2CCO 
510(k) tmamm?r 

DEvICE:I-mDYDI~ cTaTA!zIDIME,3- 
SE DEXXSICN MADE: 21-&lAR-2000 
510(k) sTmmm?r 

* 
16-JAN-2(x~~ 
Page 153 



6. -ADDREssLImFl%imm~ VW 510(K) 
FCRFIN&DECISICNSRlNXREDDURIW'MEPERICDO1-J2W-2ooO 

- CR 510(K) - 
THFC%H31-DEC-2000 

2 
HARDYDUY;NCsllIC 
Ztl.BJ:MEL,ISAM~ 
1430 WEST Maxx L?w 
SANIA MARIA, ca 93455 

HARDYDTXHBTI~ 
ATIN: MELISSAM7TFWLCR 
1430 WEsr MecoY L7ua 
m MARIA, CA 93455 

HAFtDYDINXXTICS 
A!lTN:MELISSAMTFWLCB 
1430 WEST xcn? IAta 
SANA MARIA, CA 93455 

IIPBDYDIANXVICS 
ATIN: MELISSAM~ 
143OwFsTMcmYIANE 
fsAi?n MAmA, c!i 93455 

HARDYDITXXXTICS 
A!lTN: MELISSAMTRRYLOR 
143OwEmmmYLmE 
SANIla MrARIl4, CA 93455 

H?WDYDIXXBTICS 
ZXl?IN:MElUSSAM~ 
143OwEsrMcxmIplNE 
i?an!A MAWA, CA 93455 

=YDIRXXTICS 
ATIN: MELlaM- 
1430 WSJ? McmY lANE 
sAi?IA M!mIA, CA 93455 

HARDYDIXXBTICS 
ATlN: MEUSSAM- 
1430 WEsr taxxx LANE 
sAi?l!A MARIA, CR 93455 

HAFtDYDIXX9BITCS 
ATIN: MELISSAM- 
1430 WEST Maa3y LnNEl 
lisAi?m MARIA, a4 93455 

HARDYDIXNXTIC'S 
ATIN: I4ELISSAMTRAYLM 
143OwEsrMcooylANE 
SANIA MARIA, CA 93455 

510(k) m: KOW261 
PlXNE~:805-346-2766 

510(k) 1w3: -268 
PfKNFaND:805-346-2766 

510(k) m: KOGO271 
PJXNE~::5-346-2766 

5iOjk) IX): -272 
PKNE iD : 805-346-2766 

510(k) tn KOCWO2 
PIXNFaNs:805-346-2766 

510(k) ND: KOOO304 
PKNE ND : 805-346-2766 

510(k) ND: KOOO305 
pIQ3NE~:80!,946-2766 

510(k) mz KOOO440 
FZ-KNE NO : 805-3462766 

510(k) 1\x): Kooo509 
EWXEND:805-346-2766 

510(k) m KOOO524 
liFKNJ3No: 805-346-2766 

DEmmI4mxDISK,P~/~ llObm 
sEDECISIoNWE: 07-APR-2000 
510(k) sIXm%m! 

D.EvIcE:HARDYDISK,AMPI~,1~ 
SE DECISION WE: 07-Am-2000 
510(k) ,tmUmEm 

DEVICE:HARDYDISK,SX&E'A/RIMGM 
SE DECISICN MRDE: 07-AER-2ooO 
510(k) Zzm!mmm 

DEUICE:HARD!fDISK,NIlRQJTJRANmIr$ 
sEDlXISIoN~E: O~TAER-~OGO 
510(k) m 

DEVIC!E:HARDYDISK, PENICIL,TJN,1OuNITs 
SEDECISI~MADE: 24-&RR-2OCO 
510(k) tCzmmmc 

DEVICE:HARDYDISK, TEmAcYm3w 
SEDECISICNMADE: 2%MAR-2CQO 
510(k) t!mmmm! 

DEVICE:HARDYDISK,GGWI!MN,3CMCG 
SE DECISICH MADE: 31-M?G-2CXX 
510(k) sIz1TEMENT 

DEVXE:HARDyDISK~3~ 
SE DECISIGN WE: 07-AF'Ft-2OC0 
510(k) sIXtmm~ 

DEmas:ITmFumISK, vzwozMYcIN3m 
sEDECISIONM?!IXZ:O7-APR-2000 
510(k) e?xmmam 

DlwIcE:I4wDYD1SK,clEForpxIME3aMa3 
SE DECISION MADE: 07-APR-2000 
510(k) SIW!mmT 



-ADD= LIsTINGmcDRH- 
Fc%IE'IN7GDEcISICNSRENDEBm 

m (SE) 510(K) SUNCUES OR 510(K) m 
DumNG!lsBpERIoD01~2ooo 'IHwxTGH31-D~2000 

HARDYDI?CNBMcS 
WIN:MELISSAMTlWLOR 
143OwEsTmmYLANE 
s5at?m MARIA, CA 93455 

HFBDYDIAGNXTICS 
ATIlkMl3LISSAM~ 
143OmsrmxxIANE 
SANllA MUUA, a 93455 

HARDYDIPLXSTICS 
ZCIN:MELISSAMTFMLCR 
143OwEzTHxoYLlm 
SANllA MARIA, ca 93455 

HARDYDIXPXXXTB 
A!t'IWMELISSAMTRAYILR 
143OwEsrzaxmr.mE 
SANrA Mlwn, CA 93455 

HARDYDIXXGTICS 
ATIN:MELISSAMTEIAYLCW 
143OwEsrxmYLANE 
sAi?m MARIA, CA 93455 

HAEDYDIAGXXTICS 
ATm:MELLIssA TF?smx 
143OmSThmxmNE 
SANA MARIA, ca 93455 

HARDYDIXGMXTICS 
zXl?lNzMELISSAMm 
1430 WEsr t-%3xX IplNE 
sAt?m MARIA, CA 93455 

HARDYDINXXMCS 
A!t'IWMEWSS7iMTRAYLCR 
1430wExcxwTL?m 
b5ai?lA i4r4RIA, CA 93455 

HARDYDIZGNXTICS 
ATiN: MELISSAM- 
143OmsrMmxIANE 
fizlm!A i!zsuA, ca 93455 

HAFDYDlXXXB'ICS 
ATIN:MELISSAMaiAYLaR 
143OvJEsTMlxmIANE 
SANTA EPLRIA, CA 93455 

510(k) PIX): KOO0525 
RKXGE13:805-346-2766 

510(k) PQ: Kooo526 
PfKNE CD : 805-346-2766 

510(k) NJz KOOl487 
F%EiEm: 805-346-2766 

510(kj Nii: -KOOl489 
HEINEND:t?O5-346-2766 

510(k) No: KOOl490 
FXN!Z iW3 : 805-346-2766 

510(k) BX% KOOl728 
R-KX%m:805-346-2766 

510(k) No: x002367 
pIQ3NE iU2 : 805-346-2766 

510(k) No: KW2368 
PIXNEiW:805-346-2766 

510(k) IW: Koo2369 
PHJNE iD : 805-346-2766 

510(k) Nh KC02656 
PHINEC iD : 805-346-2766 

DEXICX:HARDYDISKOFUJxA!ZIN5MCX 
SEDECIzXoNMADE: 07-APR-2000 
510(k) Smmam! 

DEVICZ:HARDYDISK,~~ 
~DEXXSICNMADE:13-AFI+2OOO 
510(k) smm!B?T 

DEmcz:imRDYDISK -, 1ooMcG 
Si?DECISIONM?iDE: 07-JUN-2CGO 
510(k) sIFfm@m 

DEvmi%I.nFxxDISK m,75m 
SE DEXXSICN MADE: 01-JUN-2000 
510(k) ,cfmmmm 

DEWICE:HARDYDISKCXEWICID,3OXG 
SJXDECISICTJM?iDE:O1-JUN-2000 
510(k) sIlA1LIpIENT 

DFWICE:HAFtDYDISK VcIN,lW 
S!ZDFCISIONMRDE:27-JUL-2000 
510(k) ,%mmmm 

DEiiXE:HARDYDISKCZXETIzoxIME,3~ 
SFiDECISIONMZXDE: 26-CCC-2000 
510(k) SmImtm' 

DEVIC!E:HAF?DYDISK i5cmmaYm, 3ooMx 
SEDECISIONFADE: 25XXT-2000 
510(k) iSLW?BY AVAIUBXE FFax FDA 

DEVICE:HARDYDISK GEitmMIcIN, l2w 
SEDEZISICNM&DE:26-CXT-2000 
510(k) STATBBW 

DEVtCE:HARDYDISK~XIME, 3OMG 
SEDECISICNMADE: 25-CCT-2ooO 
510(k) STATlplENT 



-ADDREssLI~mcoRH~ 
JXRJ?INALDEXXSIONSFmDm?ED 

m (SE) 510(K) SUMWRBS CR 510(K) B 
DmINGIMEPEmcno1-JAN-2m !iWRXCH31-D~2ooO 

HAFDYDIXNXlTCS 
ATIRMELISSAMTRAYIOR 
143OwEsrMxsxIANFi 
gwrzI MAWA, c?l 93455 

IXWDYDIPQUOSTICS 
ATIN:MELISSAM~ 
143OwEsrMxmLANE 
SANlIA MAXA, al 93455 

H?BDYDlXNXTICs 
A!LlNzMEUSSAMT 
1430 mS!r Mcnx LANE 
tt2w-m MARIA‘ CR 93455 

HAFtlXDITxXXXT~ 
ATTN:MELSSAMTRAYICR 
1430 rmsc mxw IAtm 
i?4?wrA M?bRIA, a4 93455 

HARDYDIBXBI‘ICS 
ZClWMEZtSSAMTRAYLCR 

510(k) ND: KOO2664 
FXNE~:805-=346-2766 

1430 WEsr Mascly Liws 
SAluTA iaRIA, CA 93455 

HARDYDWCs 
ATIRMELISSAMTFAYLCR,FV!C 

510(k) ND: Koo3532 
=X):805-346-2766 

1430 WEST Mt3mY LANE 
SAlvTA idARIA, CA 93455 

I-IARRYJ. -00. 
ATTWMIIDFUTDMNUXZXIN 

510(k) N): K994027 
pi3cNFl ND : 847-679-3400 

7227 i?.Xl.H HAMLIN AVE. 
SKCKIE,IL6CQ76 

HAKI29LeGAsDNBHD 
GCL?UMOF2OOMICRXFQWSCRLESS 

510(k) No: K993760 

510(k) m: KOO2660 
PiGi'lEm: 805-346-2766 

510(k) m: KOO2661 
FTXNEm: 805-346-2766 

510(k) m: KO02662 
FT-DNEND: 805-346-2766 

510(k) No: KC02663 
PHXENO:805-346-2766 

m:KLJANKAM I-EN l?i-mE 1\K) : 036 342 177 
9JATdANiaJAmBDLAN?aMAN 
IaEcm-m 
--I 

INUKEEASDNBHD 510(k) m: KOOl959 
BELImczllAIM12ooMI-aRLEss~ 
ATTN:NuRu AisYAHa PiiN NO : 603 634 2177 
9JAmNIcuzwsBuIAN~ 
ItEEcmDEsTATE 
=-, 

'P 16-JAN-2oL\~, 
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DEVICE:HARDYDISK W,lW 
sEDEC!ISICNMADE:26-CCT-2ooO 
510(k) S'm!mmW 

DEVICE:HARDYDISK~, 3OBX 
SEDECISIONMADE: 26-0X-2000 
510(k) fiXRm#m 

DEWICE:HARDYDISK -m, 2Mm 
SE DECISICN MADE: 02-NJU-2COO 
510(k) SmTmEm 

DEWICX:HARDYDISK -cIN, 3oMos 
SE DECISION MADE: 19-o(JT-2000 
510(k) tXtwmmc 

DEVICE:HARDYDISKLEWFUXACtN, 5MfX 
~DDEcIS1oNM?!DE:26-cXT-2000 
510(k) ,snammc 

DEVICE:HARDYDISK,B,lCg913 
SEDliXXS1CNM74B:13-DEC-2000 
510(k) ~ZXW~~Q 

DEvIa:mPm 
SE DECISION WE: 13-APR-2OCO 
510(k) sI?xm%m 

SEiDECISICNb?ADE:15-&lW-2000 

510(k) CZrAWmm 

SEDECISICNMADE:26-JL&-2OCQ 

510(k) sA!mmm 



siuEHmmADDREssLIslwGFQR~-~ 
FmFIN?aDEcIs1cNSxumDEFm 

VW 510(K) 
~!mEPERImo1=-JAN-2ooo 

SLNWUESCR510(K) - 
WFCXXH31=-DEC-2000 Page 157 

HAFZIIAISSASDNBWI 510(k) m: Koo2593 
AMCRLESSOF!WI!?iLWI!ER~ piT.xcEINPERm 
ZQIRNURULAIUW Pi-KNE i?3 : 603 634 2177 
9JAL7wImmNII9MAN~ 

EllimsT~IEs,LLc 
EsTDuALLIpIDAPPmxmRLK/2 

510(k) 1uD: KWO456 

N?IN:liNEiTEM~ HE%\IE NO : 781-982-1900 
77z!crxRD~~g,D-7 
-, 

fhmESMEDI~,INc. 
mWILLIAMJQu1FFIN 

510(k) N): KOOl456 
PKNE ED : 916-355-7156 

lmwINDFIELDwAY, czim?TE 100 
EL DCRAIXI FIILLS, CR 95762-9623 

BDca9z. 
51-07 
A!rmJAMEs ABlIJA 
2109O'XXXEAVE. 
SAN JCEE, CA 95131 

510(k) No: K994059 

FTYzmEm:m954-1909 

Hlx.ozP. 510(k) ND: KCQ2770 
08-10,708-11,7ObO%l2,7OCMB-15,700-08-16,73~10 
ATIN:EARL fs&miu! 
2109O'TVXXEAVE. 
SANJoSE,c!A95Wl 

HEnLm6tLmEo3.,L!m. 
A!rm:PAuL YAG 
6F,No.407, CRUZ SBAN RD. 
SEc.02, (IziDm I33 CITY 
TAIPEIBSIEN, 

BEm!m&LIFEc.o.,Lm. 
ATlmPALJL YAW 
6F,m. 407, cimIasHANRD. 
szc.02, a-lus I33 CITY 
TnIPEIrmEN, 

HEAL-maANDsuPPLY 
PANDGWMENlZEOR'IHELIMB 
ATlN:RIcK F#.xmER 
P.O. mx 1788 
Turn, CA92681 

FimEm:aO%954-1909 SEDEXXSICXV MADE: 
510(k) tTmTmEw 

510(k) No: Koo2750 
FT-KNEiD: 886 232 349600 

DEvIa: HLll6aT 
SEDECISI0TMADE: 

510(k) eSINFMm 

510(k) No: KIxl2882 DEVICE:BL&SB 
PHNEiNo:8862 32349600 SEDECISICN MADE: 

510(k) .wATmmr 

510(k) m KOOO303 

pI-?.mEm: 714-669-8803 SEDFrzIs1mMADE:16-MAY-2ooo 
510(k) .SUMM?W AWUMEiLE FRX FDA 

DEVICX:FCMXiRFREE,SnRIIE L?frExssuF&x~~, az@muNS5OMI~ 

SEDECISICNM7+DE:291vw-2ooO 

510(k) S'IRnam 

DEVICX:I-RWFsT mIEs DmL LIQUID APPLIW, i"rslEL SK/s: i-Em 

SBDECISICNMADE: Ol-JTJN-2000 
510(k) SUbMARY AWiIlNXE FFxX EDA 

DEVICE: msENsus KNEE SYm 
SEDECISICNMADE: 07-AU?-2ooO 
510(kj V 

DEVICE:C%?iKIT(~ JJXRL Aims!msIA), mEL 551-17, 551-10, 5 

SEDECISICNMADE:13-CCC-2ooO 
510(k) sRUXMmC 

26-s!%2ooo 

M-SEP-2000 

l3-ocr-2ooo 



stJmrmmADD~~FoRcDRH~ iBXMUWC (SE) 510(K) SLMGBBS OR 510(K) m 
~F'INALDECIS1CNSRETNDEFtEDDURlXrTHEPERI~01JAN-2000 THFUXBi31-DEG2OCO 

-, INC. 
~~FR,.%RAI~'~?P,STRAI~ 

510(k) Fn K994243 
KIT, 23 FR,-TIP 

m:mcDRENNAN FTKilENo :.65&482-4405 
7OOEnYRD. 

SEDECISICNMADE: 05-MW-2OOOa 
510(k) SLMfARY AVAIUlXE FxM FDA 

~CITY, ca94063 

SEDFCLSIONMADE: l2-APR-2000 
510(k) SUMARY AVAIUBU E'FXX EDA 

HEINZKuRzG%HMED1zIranmK 
02-40x 10 

510(k) m: IWQl27 

ET-DNEN: 312 042 89591 ATIN:- MASER 
J!WIEL320-I 
-, 

I-mNZKuRZGMEHmD1zll?nmmm 
ATTN:Dm4ARsMAsER 
ANXEL320-I 
-, 

510(k) NJ: KCQll23 
lxNENO:3l2 042 89591 

DEVICE:ICJRZUPF%REYELIDIMFWWJJ SIZERS, mEL 8Om 111 
SE DECISI~ MADE: 21-AE'R-2C00 
510(k) SUMAR!t AWIUBW FR.X FaA 

HEINZKuRZGMEiHMm1zIrfQmmK 
006 170 

510(k) m KOO2221 

PENEND: 3x2 042 89591 

DEVICE:KURKZK-PIS'JXN TITANIuMmIAL PROSTB~IS,~EL~OO~~O~-~ 

SEDEXXSIoNM?C)E:O9-AW-2000 
510(k) SUhM?@Y AWULAELE F'ECN FaA 

zJirJc~sMA+sER 
ANSTEL320-I 
-, 

HELLEN- 
ATIW ERIC F3!mRsN 
153OLINDBEriGHDR. 
P.O. E!CX 752 
l3IGumr, TX 77704 

rtlEmNA- 
A?xmPAT l?RAms 
Il.530 LIND- DR. 
P.O. EtX 752 
BTzAumn, TX 77704 

DEVICE:SPIFE~F!F@ILEKI!C 
SFnDECISICNMADE:17-APR-2000 

510(k) I0 KCK0603 
PI-KNE ND : 409-842-3714 

510(k) fixmmm? 

510(k) m: KMs3359 
Pi-KNFa NJ : 409-842-3714 

DEVICX: (XmXREm-ES 
SE DECISIceJ XADE: 27-W~2ooO 

510(k) f%XWmmr 

DEVIC%ENZYMFs llMWXBWANTlS-Y= 
SETDEXXSICNMADE: 05-APR-2000 
510(k) STAQmxC 

HELJXDlXWSTIC!S,INC. 
ATIwlclxxNm QIPPEL 
3148 -BLVD. 
WEST -, C2i 95691 

510(k) m KC00489 
pI7mE No : 916-372-6221 

H!GIXDIX%XJ!IC.S,INC. 
ATIwI7llFGINIA CappEL 
3148 rlIiaJmBLm. 
WEtSI' -, CA 95691 

IB@GENDIZXXWTICS,INc. 
A!?T%JtXEAMBI7UEZ 
9033REDFmrxxIaD 
COLUMBIA, MD 21045-2105 

510(k) tax KOOl900 
pH3NE No : 916-372-6221 

DEVICJGENZYME -ANPISSDNA-yTEST 
SE DECISICW MADE: ll-SEF'-2OCO 
510(k) Stmimmr 

510(k) ND: KO0301.2 
pH3NE ND : 443-367-5518 

DEVIC!E:RAIC.HEMPXBQUJSREMIWr 
SEDECISICNMADE: 25-W&2000 
510(k) ta?xmma 



1wAN-2i. 
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I.3mr.mmm, INC. 
ATlN:- SIWT 
I.20 - BLVD. 
t3UXR LAND, TX 77478 

510(k) m: X000084 
PIXW N3 : 281-276-7000 

I-lEzwmm, INC. 
ATIN: a-?ERxLvze 
4315 fxculn - BLVD. 
s(xRII BEND, IN 46614-2517 

510(k) 1\x): IQCO629 
FJI-mE 883 : 219-299-6662 

i%MLEzT-PIKXARDOO. 510(k) rKh K992543 
DmAclARD,SmxEEKiADAFTER,,PADS~ 

ATIWTERESA SKARR ~t0:206-664-5290 
2401~AVE.,SUI'IE500 
tsEKFL& WA 98121-1436 

HEmEm.-PAcxARDcn 
xrnJ:MIKE HUIXN 
3cmMl.Nmmmm. 
FXWER, FR 01810-1085 

510(k) NLh K993587 
lTmNE Ia3 : 978-659-3173 

-moooA/ 
--F'X.=DDlm,REL B 510(k) Ex): X992273 

IxrIN:Mxw PFEIL PKNE NJ : 703-114-2243 
-SIR. llo-140 
-, 

I%zaEIT-PWGMBH 510(k) r0 X993383 
CNI'KRKXX%SMXX)OA,M3046A,M3O15A,REL.B 
ATm:EmN PFEIL PlXNEim: 703-114-2243 
VsIiR. lm-140 
-N, 

HEXERAMEFU~, INC. 510(k) 1u3: XX0995 
mIN:ART mm PtKNE Ex) : 813-645-2855 
3234 ELLA LANE 
NEiWlxmRIcmY,FL34655 

I-IUAEO, INC. 
ATIN:LYJlawA l7iwpEz 
7217 N.W. 46TH SmEEl' 
MIAMI, FL 33166 

510(k) No: K993991 
FfxBE No : 305-594-8574 

HlJJrmAIR- 
ZXITRJ'AMESGCARPEEJW 
330-m. 
BATKR&PA19040 

510(k) Ex): K993051 
FT-KNE IKI : 215-675-5200 

DEVICEzENRAF-XNIUS SQQFULS19OSYSl!E%l 
SBDECISICNMADE: O4-AUG2000 
510(k) txcmmmm 

DEVICJQELEXmMi 
SEDEK!ISIGNM?iDE: 05-AFR-2000 
510(k) snamm?r 

sEDECISI~MADE:18-HAY-2ooO 
510(k) SUMK?%f AVASLABU FKM FDA 

DEXtCE:HPM2376ADEVICELINKSYSTEM 
SEDECISICNMADE:2oJAN-2000 
510(k) SQMRY AVAZABZE l?RX FDA 

DEVICE:HPVIRIDIAMULli'I~ w-P=J HXIZ4KEPATJENTM 

SEDEK!ISION&!XJE:~~-JAN-2000 
510(k) SLUMtRY AVAILaXE FEdoM FDA 

SEDEXXSICNMADE: 03-F'EEb2COO 
510(k) SLMARY AD F?EKM EDA 

DFJVIa%NAFU0RT,MxlEL2000 
SEDECISICNM?!DEf:ll-CCl'-2ooO 
510(k) SUMAEtY AVAIUBLE FI7cM FI)A 

DEVICE:I-M-930 EJaxmmaauNIT 
SEiDECLSICaVMhDE: 30-&w-2OCO 
510(k) SUM?iRY Am FFUX FDA 

DEVICE:VE~~X~~~OCKREC~~ER,~~# 7700 
SED'ECISIONMADE: 03-FEB-2OCO 
510(k) SUM%Ea AVAIIX!U FRX FDA 



z3llmmmADDmLImFDRa3RHm 
JxRFINALDECIsIclNs~ 

QDIWZTF (SE) 510(K) - CR 510(K) - 
DuRnGTHEPEFucDo1-JA&2OcO !WXYJLX31-DEcc2CCO 

16-Jm-2(s.~ 
pase 160 

MLLIMMAlRe 
XlXN:JAMESG~ 
33OvRD. 
I-XtBXQPA19040 

510(k) N3: KDo1019 
PIXNE I@3 : 215-675-5200 

ITlIILrmAlR~ 
?fITN:JAMESG~ 
330 - RD. 
HMBCQPA19040 

510(k) I0 x001242 
F'KNE Ex) : 215-675-5200 

I-mGmAIRm 
;-mm 

510(k) No: KC03335 
RADIANr- 

ATIN:LARRYwIz7m%EY H-KNEIW:215-675-5200 
33OBRD. 
HATEnQPA19040 

liIE%BI MeoIW a%?. OF AMIGUCP, 510(k) mz K994026 
ATIN:CXhRLESFHYrTIXm HFPUE m : 408-741-1006 
1903OKRlCtSDRIVE 
-, a 95070 

HIT-GII MEDIC% SYS'IWT A?5GUtX, 1510(k) M: It994378 
RFIWDCWUSJ'lNI~ PIXNFaND:330-425-l.313 
1959 SuMMrl! CXM@RCXPARK 
-, M 44087-2371 

HITACHI MEDIC% SYS!m%S AMmIca, 1510(k) N3: KOOl334 
zzr-lmm m FWNETNO:330-425-1313 
1959 cxJMm!r CfMdEWEPAF?K 
-, CH 44087-2371 

I3IIDSI MIiDICRL SYsrQG AHEEUai, 1510(k) No: Koo2420 
ATIN:Dou;;IAs !tl3I- PIDIE bD : 330425-1313 
1959 itnmI!r OXMERCEPARK 
-, OH 44087-2371 

HITESYS S.P.A. 
ZSlTNzLWZEREGUNaAKER 
1592 l3ARKxtEMw) 
B, VA 23185 

510(k) m: K990209 
lx%mE m : 757-258-9722 

ElMI INDU-, INC. 510(k) Nx Koo2692 
ZXI'IW~AFURCELL PZPJNENO: 216-986-ml9 
W325DAEUCEPARKMAY, UNITA 
-, OH 44149 

DEVICE:TI5oOGLG3E-TWI'JZR~sY~ 
SE DECIS1C.N MADE: 27-APF-2000 
510(k) StNARY Am = FIIA 

DEVICE:ISOUq?IE TlNFAM?~,Mxl~c2Bs 
SF,DECISICNb?ADE: l3-JUL2000 
510(k) SLRMiQY AVAIIABLF: FRX FDA 

DEVICEz~R%DIAtVl?WARME@RlZSU~B~~wsRMER 

SE DECISICN MADE: 17-NOV-2000 
510(k) SWWU Am FFaX FDA 

DEVICX:EUBdCOO -D-Cm 
SE DECISI~MDE: 29-&lAR-2OCXl 
510(k) SWGRY AVAILAEm m FDA 

DEvIcz:AIRIs II 
q SE DMXSION MADE: 07-EAR-2000 

510(k) SLMM?#! AVAIIABW FRX FIZA 

DEVICE:HIT?GJIAllUSII 
1 

SEDECISIoNMADE:O6-JUL-2ooO 
510(k) StpplAIiy AVAnAm?i FRX FDA 

DEVICZ:HITpLxIIAUZURE 
SE DEZISICN MADE: 17-CC%2OC0 
510(k) fimM.RY A- FRX Fm 

DEVICEL:NJVAC!7 
SE DECISION MADE: 22dUN-2000 
510(k) St.w&RY AVAILABm FRX InA 

DEVICE:DETENDER 
S?ZDECISICNMADE:~~2OOO 

Q;EANER, mEL F?z!c-3oooA 

510(k) Smm@3?r 



suBKITwADDREssLIsTII\x:~a)RHsuBsIIANTIAz;wI nQvnnu;wr (SE) 510(K) +5USWXB OR 510(K) m 
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Hx-cGIC, INC. 510(k) No: KOO2711 
2oo0,1000AND~ICDECPHIX-RAYEtZNEDENS~ 
Zf?TIN:DFNISE DUCHENE PEENE Ia : 781-999-7300 
35 CRXBY DR. 

SEiDEiCISIoNMADE: 28-SEE'-2ooO 
510(k) SWM?@Y Am FRx m 

BEDKRD, MA 01730 

M3MEMmIc4Lti%mICES,INC. 
ATTNz C.A. TMLINSKI 
9393 e RXD 
SUITEF 
SAtfDIEtZW,CA92126 

Nl.TN: FcKFBRDMHARRIS 
9393 Afczmmm Km 
SUITEF 
SW DiEW, Q% 92161 

IxPmxvs, INC. 
ATIN:MIm NliILsm 
3oooEcwmCTRAIL, 
ammcE!Ltlw3m,MI48390 

-L;u: 
r=tlmkw FmDIcmD 
19275 WEST CWI'IOL DRIVE 
SUITE200 
m,wI53045 

r7KsmNs IlMAGm SYm, INC. 
ATJN:RIalARD l3JmrNs 
1812 FKNER AVE, 
DUARTE, a 91010 

A!MmJoHNTARTAL 
1lBRIzoNN%Y 
B, GA 31816 

mm MExmmN 
P.O. Em 1119 
DRIPPm SFl?INZS, TX 78620 

I-xxuKo3.,LTD. 
A!lTN:Y.HKIM 
52-6DuKJEckJGRI, S 
-,-, 

510(k) m K994062 
psE%IE N3 : 858-621-5959 

510(k) ND: K994065 
liTXNE ND : 858-621-5959 

510(k) bn: Koo1860 
FBBEI@Z):248-863-3OW 

510(k) m: I@93938 
lc%mEND: 414-783-5440 

510(k) Rx): KfZQ630 
PIxNENO:626-305-8833 

510(k) m: K994196 

FFEIEND: 706-846-3126 

510(k) m: K994033 
PI-KNE NO : 512-858-1781 

510(k) smD%Ba! 

DEvIas:z+s-mE,mELMF-1 
SEDECISICNMADE: WAE'R-2000 

510(k) zsBmb%xT 

DEVICZ:PAF@SPAPARAFFIN BAX-I,PARASPAl?MlNI,PMASPAULTFtA 
SEDECISICNMADE: lO-AU&2OGO 
510(k) SUbMARY AVAIUBLE FRZM FDA 

510(k) .%&NARY AWULAEWZ FFQ4 FIN 

DEVICE:MZDELSPRBM(FAMILYOFDEVICES)DIGIT&~~SY~ 
SEDECISICNMADE:l2-MAY-2000 
510(k) i%mmmxr 

sEDEClSIckJMADE:lO-FEB-2000 
510(k) fiU@ARY AVUIAE!U FRZM EDA 

DEVICE:- -mANALYzER 
SEDECISICNMADE:24-FEB-2000 
510(k) smrimem 

510(k) m: KO02921 DEVICE:SOREfBEINSULIN- 
!iKNE N3 : 011 82 438830411 SE DFiCISICN MADE: 18-CCl!-2C00 

510(k) SIBMARY AWULAEU FRBf FDA 



wADDREssLImmcDRHm m (SE) 510(K) S'MGRZS OR 510(K) fZR%mmS 
~TXJ?INALDECISICNSRENXREDDURIMG!~.HEPERI~O~JAN-~~~O 'II-REH 31--2000 

ATIN:~ADAUDELIN 
359 VEllERANs BLVD. 
-, NJ 07070-2584 

HXYEDIC7i (cETEmIcs 03Rp. 
ATIN:MwcyJRIMER 
359 - BLVD. 
-, NJ 07070-2584 

HZ%MFDI(X (x?TEmIa 03RP. 
ATIN:!LxRRY -a 
59 Iifx?rE 17 
AiXElNU, NJ 07401-1677 

HXMEDICA c2t2maaa 03RP. 
ATINrM?iRYW DII,uN 
59 l3IlusE 17 
lUl?NSE, NJ 07401-1677 

IXXWEDIC7i osxlEmIc!s axe. 
ATlXM7WYXRIBWNEDIILLN 
59 l3zurE 17 
Al;tEsJDAIE, NJ 07401-1677 

HXtFDIC.Fi cztsmmrcs OXP. 
ATIWNANWJRIEDER 
359 vEFrmws BUD. 
RUEBWBD, NJ 07070-2584 

59 RTlurE 17 
AILENXU, NJ 07401-1677 

HXiMEDI(X -a OQRP. 
ATrN:TEmY- Kx47EtL 
59 RcmrE 17 
AILRWU, NJ 07401-1677 

I-UWDIC!A mcs CmP. 
AlTNtMRY-CXHWTBDILUN 
59 lx3xrE 17 
-, NJ 07401-1677 

I-KWEtXa cxzzEmIcs CmEJ. 
ATm:KAREN At3naMA 
59 lz.xnE 17 

510(k) to K993768 
PENI?, NJ : 201-507-7283 

510(k) ND: K993889 
RKNEi CD : 201-507-7956 

510(k) IWz I(994128 
FKNE m : 201-934-437s 

510(k) rmz K994207 
l333lE NO : 201-760-8117 

510(k) rQ K994347 
pIx3NE m : 201-760-8117 

510(k) m K994366 
E?INE No : 201-507-7956 

510(k) 1vD: KNXXBO 
FZBIE ND : 201-760-8117 

510(k) 1\K): IWO091 
ET+mE No : 201-934-4375 

510(k) I0 KOOO636 
E'IXNE No : 201-760-8117 

510(k) m: KOW957 
PJXNE IQ3 : 201-760-8187 

DEVICZ:ClL'IWI~?MzFHA~ 
SEDEXXSICNMADE: 21-JAN-2ooO 
510(k) SUW?iRY A- FFu% FDA 

DEWICEzEXZCETRcZERAXtC~~ 
SE DEZISICBMADE: ll-FEB-2ooO 
510(k) tXJMQRY AVAILARm m m 

DFxICE:SaxPIolwrAL~zER(TS)~~SY~ 
SEiDEcISIcNMADEf: 06-MAR-2m 
510(k) SUMmY A- FRx FDA 

DmICE:*xzimEm~~~~ii.i~ HlucEKNEE 
SEDECISICNM4DE: l3-M?~R-2ooO 
510(k) SubMFY AVAILABLE FRX XQA 

DEVICE:CXNWJRSPINALSYSlEM 
SE DECISICNMADE: 15-t@&-2ooO 
510(k) StWXtY AVAILAEm FXM FDA 

16-J?N-2oI, 
Page 162 

DEVICJ%~PF@SSF'ITHAsreMANDTMZF~FITpuJsMA~ 
SEDEiCISIC@JM?iDE:16-M?%2OCO 
510(k) SUM&W AVAIUXW FRX EDA 

DJwIas: ASNIS IIIc!mNrJJ EKPEWSYSTEM 
SE DEZISICN MADE: 03-APR-2000 
510(k) +%WUXY Am FRCPII FDA 

DEvIa3: DLlmaN sa!mEmucwmPmm 
SEDECISICNMADE:1O-MAR-2ooO 
510(k) ,sUMWY AVAUXiLE F'iXM EiaA 

DEVICE:SIRYKERTRNJMAPL?tMNGSY~ 
SEDEGCSICNH?+DE: ll-MAY-2000 
510(k) SUNWY AVATIMLE ??RX l!DA 

DEVICE:IglFEMANNIIEXTERN& FLIIXWICN SYm 
SE DECISICNMADE: 23+~-2CU0 
510(k) SUMARY AVAILAEU FRX FDA 

AlXDiDm, NJ 07401-1677 
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59 Fuxn!E 17 
ztcaamm, NJ 07401-1677 

HX-lEDIC7i (Irimmacs CQRP. 
A!lTNzmRYdXTHEXNDlLUN 
59 IKzui!E 17 
jwxmAL& NJ 07401-1677 

IXWMEDIC4 (xl!Emics om?. 
ATcNz.XGNUBRA~ 
359 lo!zmaa BLVD. 
m, NJ 07070-2584 

HMMEX)ICTi clsTExmcs OZRP. 
ATIN:mREN AEllImm 
59 RxrE 17 
m, NJ 07401-1677 

HMlEDIC?i oE?lxNIc!s ox??. 
m:TEmYs~ 
59 FxrmE 17 
ATJzm&E, NJ 07401-1677 

-1Ca (lEalxmcs CmP. 
ATIN:YcmwYs~ 
59 FKclmE 17 
m, NJ 07401-1677 

HJwMEDIca-Ics~. 
S 
AT'IWJENNDERA- 
359 -s Bum. 
v, NJ 07070-2584 

HXMEDIta czfxEmic!s OXP. 
ATiN:KARTm ImIlEma 
59 l3rlmE 17 
iu.mmzU, NJ 07401-1677 

510(k) r0z KCKKB65 
FKNEIW: 201-934-437s 

510(k) m KOOl272 
pHc%IE m : 201-76C-8117 

510(k) m KOOl319 
Pf-KNEND: 201-760-8117 

59 RIuI!E 17 
m, NJ 07401-1677 

510(k) MX KOOU85 
FfDNENO: 201-507-7283 

510(k) ND: RX1419 
Pl-KBJEm: 201-760-8187 

510(k) m KOO1448 
pI%cEIEIW: 201-934-437s 

510(k) m x001449 
FT-mE m : 201-934-437s 

510(k) m: KCQl548 

HlloNENO: 201-507-7283 

510(k) ICh KOO1559 
PiatE No : 201-760-8187 

DEZICE:MUL.~-AXIAL~(MA(=)~ 
SE DECISION WE: 11-M?%-2000 
510(k) m ALaIMBE FRX FDA 

DEvIc!Ei: XiA SPINE SYm 
SE DEiCISIa FADE: ll-M?Z-2000 
510(k) SUMPQZ AVMIAECE FRX ?XN 

DEWIC!E:XIASPl-N3SY~~ 
SE DIXISICN MWE: 23-MM-2OCO 
510(k) itX.WMY Am F'FXX FDA 

DEVICE:!XJLARSHXJLD~oFFsETERlMERAt~ 
sEDECISIoNMADE: 27-JULr2OC0 
510(k) ,stRNGY Am FRX FDA 

DF3l?X33:-~ fSHELTS:PS-HA 
SEDECISIONMADE: 04-AW-2000 
510(k) St.WARY AVAIUWE FECM FIlA 

DJWICE:TlUDEM!~sHELI;s:pS 
SEDEXXSI~WE: 04-ALC-2000 
510(k) SLMWtY AVAIUELE F'FUN FDA 

DEVICF,:&SXULAR- HmGEKNEE -TiBiALBEARINGo=pIFoNENI 

SEiDECISICNMADE: 07-JUN-2ooO 
510(k) r%BWNtY AVAIUBLE FRN J?DA 

DEWICZi:CRLCIUMSULZRTE~ 
SEDECISICNMADE: 20-.JUN-2000 
510(k) ,%&MARY AVAIUBLE ??RN FDA 



E.imammADDREssLIsTINGmcDRHm~ F-3 510(K) - OR 510(K) - 1w2a 
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IXXMEZXCA ol!zmmIa OSP. 
ATlNzMARYUnWBIIGDlLTLN 
59 l3mrFd 17 
ziumxim, NJ 07401-1677 

BX&lEDIcA cx5nEmics OXP. 
A!IlWM7iR!tXTWENTGDILuLp\I 
59 l?Lxm?4 17 
ATmmmU, NJ 07401-1677 

IXHMEDICA (Ix3EmIa axP. 
ATIRMARY~DILUN 
59 l3zirrE 17 
AlLMXiZ, NJ 07401-1677 

I-KMMEDIC7i a5TrEmics mlw. 
AlTWJENNWERADAVDELIN 
359 vEIpw\Is BLVD. 
m, NJ 07070-2584 

HZi!tBD1a c33EmIc!s (xwp. 
m:m AFtiEMw 
59 FxxrE 17 
m, NJ 07401-1677 

IXWEDICa cx7IxNics 03RP. 
XITWJENNIFERADAUD~ 
359 l@mFaNs BLVD. 
m, NJ 07070-2584 

I-K%WZXa (xs!maIcs ox?. 
ATIN:NANCYJRIEDER 
359 - BLVD. 
m, NJ 07070-2584 

KbWEDICA cx3rFmrcs cml?. 
xriN:MMU4?RmxDE D= 
59 l3cxmE 17 
raxmm+m, NJ 07401-1677 

HXMEDIC4 cT6TDmics ocwp. 
Z%!fTIWJENNIFERADALlDELIN 
359 - KmLEmm 
RInmmcm, NJ 07070 

ATIWJHWIFERADAUDELIN 
359 -s EmD. 

510(k) ND: KOO1614 
H-KM m : 201-760-8117 

510(k) m: ml653 
FTEJNEND: 201-760-8117 

510(k) m KOO1844 
lTDJEN0: 201-760-8117 

510(k) m: KOOlEB6 
E%KNEl No : 201-507-7283 

510(k) No: ml956 
PIXNEPD: 201-760-8187 

510(k) ND: Koo1957 
PEKNEFO: 201-507-7283 

510(k) ND: x902320 
FRXEiNO: 201-507-7956 

510(k) EK): KC02505 
FWNE NO : 201-760-8117 

510(k) No: KOO2552 
HEe\lE ND : 201-507-7283 

510(k) m: x002654 
PHaME m : 201-507-7283 

DEVICE:S'IRWER~pELvICsET 
SEDECISI~MADE: 0461x3-2000 
510(k) SUMAFtY AVAILABLE FKM FDA 

DEWICE:XIASPINESYSTf!NSACl%LEiUXX~ 
SEDECISICNMADE:18-AGG-2000 
510(k) SUbMARY AV?iUMLE FKM l!DA 

DEVICE:MXIFI~~~ ~SPINALSY~ 
SEiDEiCISICNMADE:19-JUL-2000 
510(k) iSLB%WY AVAIIMLE FKM J?DA 

DEVICE:APEXFIXA!lTCNPINS 
SEDECISICNMADE:l2-JUL-2m 
510(k) SOWARY AVAIUBLE FFrX FDA 

DEVICE:TRIDENflsLcEC%YCOP 
SEDEKZSICNMDE: ll-DEG2000 
510(k) SUMM?BY AVULAEKE FKM ZDA 

DEWICZ:WDULARIUlWI% HlxFiKNEFITiBm~- 
SFiDECISICNKADE: 25-JULv2000 
510(k) StRMARY AVAILAEU FKM FIlA 

DEVICE:ACXXEADECFTNBAL(XtNNEW 
SEiDECISICNMADE:14-.SEE'-2000 
510(k) SUWAFtY AVAILABM FKMEDA 

DEVICZ:XIASPINESYSlBl 
SEDEXXSICNKADE: 05-CCT-2000 
510(k) SLBNWY AVAILMU FXM FDA 

DEVIC.X:JXWlEDIC?i csfTEmncsmuLAR~ HINGEItNEE 
SJZDEXXSIONMADE: l3-1\KxT-2000 
510(k) SUMMiKY AVAXAELE FXM FDA 

DEVICZ:IXNMEDICA acTrEmramERm 
SE DEXXSICN ME: 22-SEZ-2000 
510(k) SLJWARY AVMLAKLE FRX FDA 

lurmmmm, NJ 07070-2584 



suBMITwmRFssLi~FoRcDm-~ VW 510(K) m CR 510(K) - 
FORFINALDBXSICNSRTG?DEREDDURlNTHEPERI~01-;IAN-2000 ~31-DEc2ooO 

HXMEDICA cxsTFmic!s OJRP. 
ATINzMARY-UQBXNED~ 
59 RouI!E 17 
?GLENXE, NJ 07401-1677 

IXXMEDICA cx9rEmIcs CmP. 
A!JmT:Ic?iREN ARl.EMa 
59 I71xRIE 17 
AILENXE, NJ 07401-1677 

IXMMEDICA -cs OXP. 
ATiN:KAR?m Al?lEmA 
59 m 17 
ziLUWA& NJ 07401-1677 

HZ@lEYXcA o.9nENia om?. 
ATiN:KAlua AEtnmMA 
59 EuxnTE 17 
z-UmDAM, NJ 07401-1677 

IWHEDICA oit!mmra CmP. 
mlN:KAREN zARLmM4 
59 FxxE 17 
ALUWIAU, NJ 07401-1677 

FKBiMEDICR aEcElceJIcs ox@. 

iztY!zG - 
XLENDA& NJ 07401-1677 

IXWlEDICA czfxrmacs cae. 
ATm:IuoEN AluEmn 
59 lxmE 17 
z&mmALE, NJ 07401-1677 

HBMEDICA ocimmlics am. 
ATIN:KAREN ARiEma 
59 lxxm3 17 
z&mmxE, NJ 07401-1677 

HlnxcNmAB 
A!rrN:-GBUNDY 
647olamRdImm 
ms, MN 55432 

HuDscNREsPmm, iNc. 

510(k) 1\10: KOO2858 
PIGNENO: 201-760-8ll7 

510(k) lo x002923 
FH3E At3 : 201-760-8187 

510(k) ND: KOO3018 
PHxUE N3 : 201-760-8187 

510(k) ND: KOQ3211 
PHONE NO : 201-760-8187 

510(k) m -3379 
FHWE m : 201-760-8187 

510(k) An KOO3391 
EXNENO: 201-760-8187 

510(k) ND: Ko3413 
PKINE ND : 201-760-8187 

510(k) No: KW3490 
msm No : 201-76C-8187 

510(k) HbX K993773 
l?HXF41uD: 6X2-574-1976 

510(k) W K993355 ~_- .- 
I!T,CRJ?.NO.780-40,780-41,780-42,780-43 
ATIN:(z-mrEsMIERKIEwIcz PENENO: 909-676-5611 

DEVICE:XIASPINESYSTBf 
SEDEX!ISICNMADE:u-ocT-2m 
510(k) SUbMARY AVATLARW FXM BDA 

DER7X!E:DYIWlICJOINTDI~II ExTEmAL~rnsY~ 
SF#DEcIs1cNMADE:18-DEG2m 
510(k) tSUHAFU Am FXM MXi 

DEVICE:!WJBNTIE%IALNAIL 
SEDTXCSICNM&DE:15-DEC-2000 
510(k) sitWARY AVAIUBLE FRX ZDA 

DEVICE:V-4o/c-TAeERADA=EiX~ 
SFiDECISICN~E: 3O--NN-2000 
510(k) SOMARY AVAIUBTX FRX FDA 

D~CE:cXlXNICSAUNINA C-TAPER- 
SEDECIS1(3NMADE:28-I'?YV-2000 
510(k) SlslplARy AVATJBLE J?RX EDA 

DEXtCE:ALUMINAV~HlZAD 
SEDECISICNMADE:24-NW-2000 
510(k) SLRmARY AVAILAEU FXM l!DA 

DEWICE:OPUSEicDFIXATI~~S'J!EM 
sEDECIS1CNMADE:08-DEC-2000 
510(k) SUWiFtY AVAIUBLE F'RX XIA 

DEiVIC.E:~ 
SF,DECISICNMADE:13-.SEiP-2000 
510(k) SlBWAEU AVAIIXW F'RX FDA 

DEWICZ:HUDSCNRCIoc%JcHA~,~.No.385-4o~II[lDsoN~cIR(xI 

SEDECISICNMADE: 24+X-2000 

510(k) imxtmmr 
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HoDscNIiEspIIiAloR CmEl, INC. 
ATlNtJEMNIETD= 
27711DIAZ RD. 
P.O. mx 9020 
llplMxflA, CR 92589-9020 

HoDscNREsPiRAIoRY CWIE, INC. 
0, -30, -40, -50, & -60 
ATIN:DANa I3zxmmN 
277l.l DIM RD. 
P.O. Box 9020 
Tl3mmLA, CA 92589 

IXWGENWDWCS, 
DEW 16-PP-9, 16-PP-5.75 
z-YriN: CiNDY fsI3mALTER 
24cOIxJNIER'swuI 
m, VA 22911 

HUNiER--, 
ATlm- PEDIGO 
l541SwIHvlm ST. 
DENVER, 03 80210 

HUNER-C- 
ATImMARK R&WE 
uNIT1,FRIORsH?u# 
WiDD- 
L!ilwmx-,-, 

HWCLEIGHDIXNXTICSL~. 
A!lTN:B.JW 
35 -m 
a3RmFF wALEs, 

HuNrLEiGH I3EALn, INC. 
RTl!NzAUDREYA~WI'IW 
227 Hp. 33 EAST 
MANAIAP~, w 07726-8362 

I$JmLEIGH~~,INc. 
RI'IWzAUDREYAm 
4ocHRIm~wAY 
m, NJ 07724-3327 

BuRlu~MEDIm 
A!TTIN:DAVIDACLAW 
233lX63PDAvE. EAST 
BRAD-, FL 34203 

510(k) No: x994352 
FiXSEND: 909-676-5611 

510(k) ND: Kool213 

PIXXEND: 909-676-5611 

mlO(k) m KWO915 

pE113NEm:804-979--4ooo 

m.510(k) m KOO2213 
PI-KNEND: 303-744-1989 

510(k) Wz KCXX615 DEVICE:HUMlEEt~C~CNP~ 
PIxmm:4401799541688 SEDE!CISICNMADE:1~2~ 

510(k) m: xM31677 
pHoNE~:4402920485885 

510(k) No: K.990569 
El-ENElND: 

510(k) ND: KOO1882 
Fl-KNEm: 800-223-1218 

510(k) No: K993361 
PH2m PC0 : 941-751-0588 

DEVICE: SIDE DRAETNEB-U~STNEBULIZER,~~41896 
SEDEK!ISICNM&DEi: 22-MAR-2000 

510(k) SLRMWY Am F'XM FDA 

DEvIcE:~2~~~~~~~,~500-00,-10,-2 

SEDFXZSICNMADE: 03-WV-2000 

510(k) .XM?WY AVAILABU FFaX FDA 

DEmcE:PT%cErJRPIpET-SWILF: , gw PzLYrEuRPIPEr-m 5 3/4",K: 

SEDECISIONMADE: l2-bW-2000 
510(k) fXM!iWY AVAIIABU ?ZG% FDA 

DEVICE: BULL'S-EXEDISPC(SABLF: NEEDiEREKmP~AID 
SEDEiCISICNMADE: 03-CXZJ!-2000 
510(k) SmmiEXC 

510(k) SOMARY AWULAEU FlXM FDA 

DEVICE:EAEtYDoPPLEX~(~) 
SEDECISIONMADE: 14-AUG-2000 
510(k) SWWARY AVAILABW FRX FDA 

DEVICRBABY coPEmx4ooo,mELBDm 
SEDECISICNMADE:24-JAN-2000 
510(k) !XRMMY AVAIUBTE FRX FDA 

DEVICE:EREKB3PPLEX4M)2-'IWINS,~~ BD4002 
sEDECISIONM7iDEi: 19-SEX'-2000 
510(k) SOMARY AVAIMBLE FRX FDA 

DEVICZ:TUBINZEXTENSICHSEl' 
SEDECISICNMADE: 04-&W-2000 
510(k) iSUMGRY AVAIUBLE FRM FDA 
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- MimzINIIEcHNM GMF.?H & 0510(k) rim KOO3471 
ATIN:- Huz FFKm m : 490 766 
AM-IB 
-I 

HmTm-SDN. BBO. 510(k) m: K994432 
oz-mmT~c!LAiM(14oMI~oRLEss) 
A!MN:K. KARIINAKARAN PI?BlE NJ : 603 871 
LOI! 187, SUNGAI DAHAR 
456OoBATANI~ 
-DARDLEHsAN, 

I-HA TEH - SDN. EX-D. 510(k) ND: KOOO725 
TEINrABELIacwM 15oMIm ORLess) 

PImEN : 603 871 ATIN:K. RBUWA&i 
IOT 187, sOKA.i DAHAR 
456OoBlnTG!GEiExamm 
-DARuLDARuL, 

HYDFux!Is1oN, INC. 
ImN: DEBBiE I?!MPm 
7!tmFzuY 
-, MA 01748 

HYDRxISIrn, INC. 
ATm:DEEa3E Ir.mIFm 
7!LmFANY 
-, Ml4 01748 

HmimARIc-IES INC. 
ATIN:PAULEDFtYDEN 
6329 w. - cr. 
w, IN46055-9501 

-, INC. 
ATiN:DANIEL IQM4 
PO mx 7007 
DEEF@lXD,IL60015 

-, INC. 
ATlN:DANlEL KAMM 
pomx7007 
DEERFXLQIL60015 

~ICNDI?GMBMCS,INC. 
ATINzCHNXESFCXESNEX 

i$zii?Ew- 
EzkGzm, MN 55121-1562 

598020 

7351 

7351 

510(k) ND: K99l.383 
PI-DJENO: 5084329893 

510(k) ND: Koo2764 
PKNENO: 508-435-9893 

510(k) Wz ml409 
PfKNE1uD: 317-335-3780 

510(k) f;D: Koo2794 
FEW No : 8473761727 

510(k) ND: Koo2795 
EKNEND: 847-374-1727 

510(k) 1\x): KM)1948 DEYICE:~DO-2O2OcaEIDIWAXULAR PRO- SYm 
ET-KNENO: 651-687-9999 SE DFCISICN MADE: Ol-NZW-2000 

DEVICE:MRXATEKESU-400 
SEDECISICBJMADE: 2W-2COO 
510(k) SUWiRY AVAILWUi FFW FDA 

DEXICE:HWA&SIUClEXRXXREX)LATEX ExAMmEia?GrmEs,wMH~iN 

sEDEZtS1ONMGDE:16-FEB-2000 

510(k) Z?lMmEW 

DEvIm: HWA (AND) sm lxzmER-m iATEx -mGuJvEwrIHpw: 

SEDECISIONMADE: 05-AJ?F+2ooO 

510(k) V 

DEVIC.Z:HYDRX!BICNDEZDFODEt#IVl'SYSlBf 
SE DECISICN MADE: 31-&l%R-2ooO 
510(k) SUM?G.Y AVAILAEU FRX ?XXi 

DlWICE:I-JYDFUXISICNAFUHWET SYmwITH- ANDBLJRR 
SEiDEcISIa?MADEi: 24-Nm-2000 
510(k) SUGARY AVAIIAEU FXM ZDA 

DEVICE:GAMWEZG,H!fPEROXY,HYPEROXYP/T,pHEssuHEcIZER 
SE DECISIONMADE: 02-AU%2000 
510(k) SUbMARY AVAILAXE FHX FDA 

DEVICE:M3DEL5OOOMULTIPLACE~CTEERAPY 
SEDECISIcX'IMADE:O6-DE%2000 
510(k) StlMlXU AVAIUBIE FRX FM 

DEWICX:MZDELHyBRID32~~,~CTHERiPYSY~ 
SEDEXXSICNMADE: 06-DEC-2000 
510(k) SUMAF?Y AWUIAEW FRX 8DA 

510(k) SOMARY AVAILAEW = FDA 



HYSWX, INC. 
ATIlN:JUDYFGIJRDON 
18732 f+XXNAW 
IRVINE, ca 92612 

HYB, INC. 
ATIN:JUDYFXZfUXN 
18732 SPGINAW 
IRVINE, CA 92612 

I-?xmaxP. 
ATIN:STANLEYEFRY 
20202 WiNDRM DR. 
LAml?vxEsr, CA92630 

1mocwp. 
A!rIN:PAuL VANDB 
104 WiNDSCR tXTl!ERDR. 
EAST WINDSR, NJ 08520 

ITz?nxrrn 
lYI!mPAuLvAND~ 
104 - clZNlEX DR. 
EAST -, NJ 08520 

I-s-ATacwp. 
A!rIN:PAm vzwDEF5?ERF 
104 WINDSOR CZNIER DR. 
EAST -, NJ 08520 

I.P.I. Mm1m PFaxJas 
RlL'i'N:M SAID,PH.D 
3217 N. KUPATRICX AVEMIE 
c?dIm,IL60641 

I.Z.I. CmP. 
ATIN: E.J. S&lI!lX 
P.0. Bax 4321 
c%amN, m 21114 

I.Z.I. m. 
iW?I!N:E.JSMIM 
P.0. FDX 4321 
cmFXN, MD 21114 

IcmImL.,Llx. 
ATIN:GERAmsAusLANDm 
300 OZARK TRAIL DRIVE #207C 
E.K.Lrm, ES3 63011 

510(k) 1x): K993695 
PHMECD: 949-854-6314 

510(k) rn KM30911 
Fixmm:949-854-6314 

510(k) ND: K994374 
pIg3NE Iv3 : 949-206-2700 

510(k) m K992571 
PLENE Iv3 : 609-443-9300 

510(k) ND: KOO1154 
PKNETIW: 609-469-0242 

510(k) m: KOO1387 
PfKNEN3: 609-469-0242 

510(k) ND: K993282 
PJxm Im : 773-777-0900 

510(k) IUX IT393742 
FfnIE 1x> : 410-451-0639 

510(k) m: K994117 
FiXNFlN3: 410-451-0639 

510(k) No: K993461 
PIENENO: 636-527-2707 

-ADDPEssLi~mcoRH~~ b-9 510(K) - CR 510(K) - l&IAN-2cL 
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DEvIcnLIGA-LmPSulsJREAPPLI~ 
SEDECISIoNMADE:13-APR-2OXl 
510(k) SUMARY Am FXM FDA 

DEXtCZ:MICWZGSP BIKXAR~,M)I3ELs9004&90057 
SEDECISICNMADE:14-AE'R-2000 
510(k) SWMARY AVAIMBLE FRX FDA 

DEVICE:SCWERcATHFw 
SEDECISIONMADE: 03-MAR-2000 
510(k) SUMdARY AWUIABLE FFcM FDA 

DF.VICX:I~SYtZEM 
SEDECISIoNMADE: lO-FEEb2MXl 
510(k) SUbMARY AVAILZWE FXM ?mA 

DEvIcE:I-STX'Z%XXZ2OO -cLINIcaLANALYzER 
SEDECISICNMADE: 1&A??%-2000 
510(k) SLMARY AVAILABLE mX X)A 

DEvIcmI-mA!r.Txxmim czLmi~ANALYzER,~300 
SEDEXXSICNMADE:O5XCT-2000 
510(k) SWGRY AVAIUBW FIMM FDA 

DEVICZ:IPIBUMIDIFIERGGMBER 
SEDEcIs1aIMADE:18-SEE-2000 
510(k) ZXRMARY AWULABLE = FDA 

DEVICZ:SUPEEiTISSUE 
SEDECISICNMADE: 02-FEF3-2000 
510(k) m 

DEvicE: MR- 
SEDEZCISICNMADE:~FEB-2000 
510(k) m 

DEVICE:QuEsT~RTXLERTRACZ!ICNTAELE 
SEDECISICNMADE: 03-&W-2000 
510(k) ,smTmmm 



-ADDREssLi~FoRwF?H~~ CW 510(K) m OR 510(K) m 
FCRFINALDECISIOPJSRENFBED DuRImTHEiPERIcDo1-JAN-2000 !mFvmx31-DEx%2000 

IcsMEmcALcrm. 
A!tTNzDEWARFEiLOEN 
125 - DR. 
B, IL 6x73-5329 

IaJMEDIc?iL,INc. 
A!lTWSAT.,~FP~ 
951 (zzxLJ3 - 
SAN -, CA 92673 

IDEMSA 
ATm:LEm LAa-Bm 
16OOSBWNQAvENuE 
wE?xmRY, NY 11590 

IGcMEa)Icaz; ADvANms, INC. 
A!lYINZaE!lYNFS 
10437 ImmmrImDRIvE 
-, Wi 53226 

1m1m -, mc!. 
A!l.!N~ETYNEfS 
10437 LlxwmMmDIuNE 
-, WI 53226 

IGc-MEmaiL -, INC. 
IWJM MICHAELJLEIGH 
10437 TIt@mmMmm 
I+fmMXB, WI 53226 

ILiFE mm, m. 
A!J.'lXJ(XHUAAADLJZR 
5910 mmH a?NlRAL EmREsaY 
SUITE 1775 
DAIUS, TX 75206 

lm?mGmDEDm1a, INC. 
RI'iWDAViDMLEE 
229Ow.EAuGATLrEEiLvD 
SuiTE 210 
MELEKXIRNE, FL 32935 

llaaxmDFIDmlcs, INC. 
ATIXDAVIDMLEE 
2290 w. EAU GALLIE mm 
SOITE 210 
l.Qmmms, FL 32935 

510(k) ND: I<002985 
FT-KNEN.3: 800-289-2150 

510(k) mz IolK)o472 
Pf-KNElIKD: 949-36-62183 

510(k) m K991908 
PI-EXE ND : 516-222-6222 

510(k) m: KWO589 
FHNZN3: 414-258-3808 

510(k) ND: Koo13l.2 
PKNEPJD: 414-258-m 

510(k) ND: Koo3366 
F'IXNEfx): 414-258-3808 

510(k) m: K991087 DEWICE:H?UWAHWlXLESS vITAT.ls1GNSm 
PiDEm: 214-365-7400 SEDEXXSIcINMADE:l2-JAN-2000 

510(k) m: K993682 
FIXNEND: 407-757-8990 

510(k) ND: KOOO195 
PI-KNEND: 321-757-8990 

DEVI~:ICSMEDICALCHAKI!REPANDClBKt!RQAE:SY~ 
SXDECISICNMADE: l3-DE&2000 
510(k) SUWARY AWdLAEXE FlXM FDA 

DEVICX:poGI-LINK 
SEDECISICNbBDE:1C-M?iY-2000 
510(k) SWdARY AVAZHZE = EDA 

DEYIUZ:IDEB?SAHEWPi!lANI%XLCWFIBERD~~ 
SE DECISION MADE: 17-APR-2000 
510(k) SWGRY AVAUABLE FfdDM J!DA 

DEVIC!E:143oEL445SI-64EQJADRA!lUREWRIsTWIL 
SE DECISION MADE: -14-M?iR-2000 
510(k) SUbNARY AVAIUBLB m IXXi 

DEV?CE:MJDEL473SI-64EQlZQRX&EILWERExTREMITyaDIL 
SFaDECISICNMADE: ~OTJUN-2000 
510(k) ,sUHARY Am FXX FDA 

16-a?-2a, 
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DEVIC&MBET.,545PHSEXIES:PHASEDARR?Z~~FLEX(=oIL 
SE DECISION MADE: 22-DEC.-2000 
510(k) SUN?iRY AVAIWRLE FXM FDA 

510(k) ,X&NARY Am FLXM FDA 

DEVICQMRI~CWER 
SFaDFCISICN~E: 20-&W-2ooO 

510(k) sINmEW 

DEWICX:CPANIALDRILL 
SEDECISIONMADE: 20-Al?&2000 

510(k) +TmmBW 



I> -ADDREsLI~mwm~~ (=I 510(K) - OR 510(K) B 
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IMpI=E-GuIDEDrnIrn, INC. 
RlTNzDAVIDMm 
229OEauGwIEBLvD. 
-, FL 32935 

VrnICs, INC. 
ATm: DAVIDMLEE 
229Ow.ExJGAuJEEwD. 
w, FL 32935 

lMpGGGuIDEDm1Cs, INC. 
ATIN: DAMIDMLEE 
2290 E?a GriTLiE BLVD. 
m, FL 32935 

It.PGm-INIZ., iNc. 
ATIN:=EHAY 
1910 NRIH PENN RD. 
HATFIBB, PA19440 

510(k) No: KOO1096 
FENEINO: 321-757-8990 

510(k) m ml192 
FFKNE PD : 321-757-8990 

510(k) IW: KOO2330 
PI-KBE N.3 : 321-757-8990 

510(k) m: K992955 
F?XNE I%3 : 403 251 9939 

510(k) m x001248 
ET-KXE NJ : 215-997-5666 

Iblxmx?, INC. 510(k) ND: -359 
C-1oo,G15O.G15OLxPoRG15OxP!scmNERSY~;~ 
ATE?: J.A. QaxTIlo PENEND: 503-638-5500 
389 oE3lER mm BLVD. 
swi!HsANFRANcisw,ca94080 

IbaTFum, INC. 510(k) No: KCXX55O 
SOXP - SYm; ELLElKN~SCANNERSY~j- 
NlT?:J.AcawrO Fi=Km~:503-638-5500 
389 OYsilER mim BLVD. 
s(xRHsAN -, ca94080 

IMMEDIca, INC. 510(k) 1uo: KM)1084 
ATiN:FoY l3zGEKr PH3lE.i No : 973-635-9040 
1OOPASSAICAVE. 
cHA?HAM, NJ 07928-2848 

IMMEmai, INC. 510(k) NB: KOQl228 
ATIN:RoY KXXKJ! FIXNE N3 : 973-635-9040 
1OOPASSAICAVE. 
a?J7amM, NJ 07928-2848 

DEVICE:EiURRI3XECXNER,NXXLxX 
SEiDEcISICNMADE: 254X&2000 
510(k) nS?mFmW 

DJWICE:SELE'ADHERINZNAVIGUSGUIDE 
SE DEXXSICN MADE: 07-JUN-2000 
510(k) SIATENm 

DEXICE:NAVIGUSF?EELZN?UlNl!F0D~ 
SFIDEcts1cNP:1&0(=r-2000 
510(k) S'lmmEm 

DEUICE:XPLCRERl600 
SE DECISION MADE: 02-JUN-2000 
510(k) ,TIWARY AVAIUBLE = FDA 

DEvIa?I:MuG!M-FuLa2000 
SE DEXXSICNMADE: 0444W-2000 
510(k) SWN?U?Y AWUUEZE m JXa 

DEVICE:EBTULTRAEZSTCI'~ SYa; ULTRAFAST cl? t3cmNER SYSTEM; 

SE DEXXSICN WE: 17-MAR-2000 
510(k) SLJWNRY Am FXM FI3A 

DEXICE:EEiTULTRAERST(JTscANNER SYS'IB4;C-l~,Gl5O,G15OIXPCRGl 

sEDEcIs1mMADE: ll-DExh2Ocn 1 
510(k) SUbNARY AWILAEW m XIA 

DEVICE:'BXFX PINToERRCW4P 
SEiDECISIoNMATB:15-JUN-2000 
510(k) tZWmENT 

DEVIC3X:EZQEFW&FIXATICNANcH3RPIN 
SEDFCISIONMADE: 074UL-2ooO 
510(k) srrAmmW 



-ADDmLImmmRHm~ (W 510(K) 2TQNRES CEt 510(K) - 16-JAN-2 . . 
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IMMEDIcq INC. 
ATiN:RoY BcGEEtT 
1oOPASSAICAVE. 
-, NJ 07928-2848 

IMPACMEOICALSYsrEMS,INC. 
ATiN:- FARIS 
215 CIAsIsFo STREET 
MrnNrAm vim, CA 94041-I.203 

iM!xAm Illtamnm, INC. 
ATTN:WILLiAMG~ 
4555 RIVERSIDE DR. 
PATMBEpMGmDmS,FL33410 

IMPm REi=XiBa, INC. 
m:AL LIPPINwIT 
3150 E. 2OCYIH SJTREET 
PRiCR LAKFa, MN 55372 

IMmANT-aDRp. 
ra!mrnLW 
107 AUDUBCN FUXD, #5 
XmmmECD,mOl~l246 

-m, INC. 
ATirkELwARD LExaTr 
2064 EXIWN AVE., UNIT 101 
VENiuRA, ca 93003 

IMPLMW. 
zzzz 
ATm:FoBERr POGGIE 
80 - DR. 
ALimamE, NJ 07401-1600 

510(k) m: x003205 
IGFKNEi ND : 973-635-9040 

510(k) pIp3: K991l33 
Pi33Em: 650-254-4700 

510(k) NJ: x994148 
PENEND: 561-7766819 

5iOjkj iTO: KOO2i.25 
pH3NE ND : 952-492-5858 

510(k) m K994317 
PEXGN3: KB-9249510 

510(k) No: KOO2886 
pFKNE m : 805-339-9415 

510(k) W K990330 DEvia3:cxuxsLiNKED~~ -,m xx-YY-zz 

PHmEm: 201-m&1800 SEDEXXSIONMADE: Ol-M?Gt-2000 
510(k) SUM&TRY Am m FDA 

iMeLExm. 
SIIABILIZED TiBiAL - OS-xxx-YYYYY 

510(k) NJz K994076 

ATIN:JmN - FEtEID: 201-81E!-1800 
80 - DR. 
AIJmmAm, NJ 07401-1600 

lYME%Exm. 
ATiN:JcHN cT?cmma 
80 - DR. 
AiAuamx, NJ 07401-1600 

510(k) NX Koo1039 
FENENO: 201-m3-1800 

DEVICF,:TRANSFXANXEORCXX 
SEDECISICNMADE:15-DEG2OOO 
510(k) SIwmENT 

DEJVICE:MLC.FIT 
SE DEXISIoN mE: 27-MX-2000 
510(k) StJMGRY Am FFXM FDA 

DEWICE: 31 mm(S)7426 AND 7427 CEiXEP V SY- 
SE DECISION MADE: 01-FEB-2000 
510(k) SWdARY AVAIUBTB F FDA 

DEvicE: PINS AN0 wi 
SEDEcIs1mMAlm XL-Cm-2000 
510(k) SUMARY AVAILMU FXN IBA 

DJZVICE: I-PU4Vl?,MXZL35oO 
sEDECIs1cBImDE: 21-MAR-2000 
510(k) SUNARY Am = l!DA 

DEVICE:IMpLANllEcHCW.WXTE~~ w=w -r AND =) 
SEDECISICNMADE: 24-NW-2ooO 
510(k) tnMmmI' 

DEviG3: iMPLEx- PsTiBIAL-,mELHED~~oR 

SFaDECISICN~E:18-FEB-2%0 
510(k) SUMGRY AVAILMU FXM FDA 

DEVICE:'IWIMFTEXHEDRCCELMZDULAREXJXPTICAL~C!UP 
SFlDEcIs1cNMF!m:15-JuN-2m 
510(k) SUNARY AVAIUEXE EXBf FDA 
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IMPrEx-. 
YYY-zzzzz 
ATIN:JcHN w 
80 - DR. 
D, NJ 07401-1600 

iMPLExwRP. 
ATINzJCHNASCHAZIY=O 
80 c.nmRaz DR. 
-, NJ 07401-1600 

IMPiExm. 
mImJcHNscHAIIyx) 
80 - DR. 
m, NJ 07401-1600 

iMPLExo3Re. 
YY-zzzz 
ATm:JcmN b5KImao 
80 - DR. 
m, NJ 07401-1600 

lIlamiD, INC. 
ATlN:ELAIN DDKZW 
P.O. Em 560 
,tmImmR,MN55082 

IN-LINEiDIT#XWBIcS~ 
ATmzM7uTH!mL~ 
695 lKRl.H, 900 WEST 
KAYSvILTE,ur84037 

IN-X OXP. 
ATiN:a3@LlE !3ENRY 
1610 Pm STREET, StJIm 150 
L74laam, a380214-1489 

INBIOS ImL., INC. 
mEzsTELA1mm 
562 1sT. AVE. SCUIX, SUITE 600 
-, WA 98104 

INDuSMEmcmEiLln 
ATIN: P.K. REDDY 
144, S.P. RD., J!!mmmx 
HYDERAE?AD ANDHRA PRADESH, 

510(k) m: KC01307 

FHXEBD: 201-818-1800 

510(k) ND: Koo1471 
PEKPIEim: 201-818-1800 

510(k) pIx3: KM1759 
FJEKNENO: 201-818-1800 

510(k) N3: KC03181 

FBmEm: 201-818-1800 

510(k) Xb: KMx)730 
FfKNENo: 715-549-603s 

510(k) m x001763 
PKBTEN3: 801-451-9000 

510(k) m: x984570 
PfKNEN3: 303-238-493s 

510(k) m KM1092 
EmEND: 206-344-5821 

510(k) No: KOOOO38 
FiXNENO: 914 077 60241 

sEDExxsicNMADE: 23-&W-2000 
510(k) SUMGRY AVAIGVU FRX FDA 

DEWICE:?HEIME'LEXHEDRXXL~AWXEW, xx-YYY-zzzz 
SEDECISICNMADE:O7-AUZ-2ooO 
510(k) SUMARY AVAILFBW FF0J FaA 

DFXICE: HEDRtXB REVISICN CUP, MJBL 02-2YY-ZZZZ 
SEDEXXSICNMXIE: 24-AU&2000 
510(k) sXRM+RY AVAILAEU FKM KIA 

SE DJXISICN MbE: 07-NW-2000 
510(k) SUWiRY AVAIMXE F'EUX IBA 

DEvx.33: IMpaAID 
SF,DEXXSICNMPIDE: l%CCJ?-2m 
510(k) SUMGRY AVAILAKE FTXM FIIA 

DEvIcE: CluT-LiNE - III (Cm III) 
sEDEXXSICNMhDE:2O-D3X-2~ 
510(k) SU4GRY Am F'KM FDA 

DEVICE: ~+IIK&'I!A PuL5c&3/MmXTA PULSOX-31 
sEDE%XSICNZ4?iDE:3O-AUG-2ooO 
510(k) SiNWRY AVAILMXE EKM FDA 

DEVICF,:GEswICEiUGDGLUOXE !rY?lsTsl!RIP 
SEDEKXSICNMADE: 26-JUL-2ooO 
510(k) S 

DEWICF,:INVIGl?AMiXIATEX~~ coLmEDANoMINrFLAvcRED 
SE DECISICN MADE: 21-H?%-2000 
510(k) f+nmmNC 
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INDuS&lEDI~L?D. 
ATIW P.K. REDDY 
144, S.P. m., E?EmMmc 
HYDEENW-PRADESH, 

INDuSMEDI~L!rD. 
ATIN: P.K. REMlY 
144, S.P. RD., BEtxMPm 
HYDERABADANDHEu9PRADH, 

481A,PRINCEOFMCE.SAVE. 
ozl?Lmm 14, 

liINmsTRiAL mm LiMiTED 
ATlmsYEDIJmrR~ 
481A,PRINCEOFWALE5AVE. 
oz&mE!o 14, 

G 
481A,PRINCEOFWALFSAW. 
ocInx&m 14, 

--LiMiTED 
ATm:sYEDtJla-m~ 
#lA,FBINCEOFWATXSAVE. 
cxE.EMm 14, 

--LiMiTEo 
ATIN:sxED~AHMED 
481A,FRINCEOFWAlXSAVE. 
crx.mKl 14, 

--LiMiTED 
I-YrnksYEDuMAIRAHMEo 
481A,PRINCEOFWATBAVJ% 
ozlLmE0 14, 

510(k) m: K000039 
E-mE m : 914 077 60241 

510(k) m: KOOOO40 
PEENE ND : 914 077 60241 

510(k) ND: KOOOl38 
pF.nlE m : 941 437 575 

510(k) in KOOOl39 
PKBJENO: 941 437 575 

510(k) m KOCOl41 
PHONE m : 941 437 575 

510(k) m: KCXXU42 
i??FKm Iv3 : 941 437 575 

510(k) ND: xMx1143 
PHONE I+3 : 941 437 575 

510(k) m KOtXU45 
Ff-KNEND: 941 437 575 

B Erawi- ~Izm5lO(k) m: K991545 

ATIN:GOENiERG- ptmIw ND : 941-948-2001 
ll641REiOHIEWUJSDRIVE 
KNITA SPRINGS, FL 34135 

DEvicE: INvIGPA~LATEx-yELuJwoJu%7ED ANDBANANAFLA- 
SE DECISION MADE: 21-&!AR-2000 
510(k) ffmmNEm 

DEvI~:INvIGRAMALEIATEx-BLuE~AND VANiLLAFlAw 
SEiDECtSICNMADE: 21-H%&2000 
510(k) !nMWEFC 

DEVICTZ:MIDASl-CUCHNI'EXOXMAMINATIcN GLovEs-mERFREE 
s;EDECISIoNMRDE: l3-BF-2ooO 
510(k) SWImEm' 

DEX?IC3Z:MIDAS'ICUCHLA?XXE%WNATICN GrLms-mm 
SE DECISICN MADE: 13-SEP-2000 
510(k) S'INFMm 

DEVICWMIDASXW.XL?fl!EXEZMNA!MC@J GTLWES-mm FREE 
SFaDECISICNMADE:13-SEP-2CQO 
510(k) smntm?T 

DEVI~:MlDASlWCHNITRIUEXAMIWT~ GIDIFS-mERED 
SEDECIS1~MADE:13sEp-2000 
510(k) SIlsIllEMENT 

DEVICEi:MIDAS'lXXJCHELUEi~EXWINWTCN (rxmEs--FREE 
SEiDEXZtSICNMADE:13sEp-2OCO 
510(k) SNJB5tC 

SEiDEcISICNMXIE:19-J?N-2ooO 
510(k) SlWFNWJ 
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lYtam%D, INC. 
ATIN:R?uH Fiusmu 
121 -DR. 
LlX=CCE,N!f13088 

510(k) ND: K992392 
pI!mE Iv3 : 315-453-4545 

INFINnYExTRusIcN&~~, 510(k) hx): K993913 
A!rIN:I3ImL?s WILKINS - ND : 408-727-6030 
3350 2EYl.T HLUD., BLDG.6 
UNIT 601 
i52wm CLARA, CA 95054 

JNEuJEmLal. 510(k) ND: KOOZ135 
A!rcN:Jat?amNsKAHAN FFEPa No : 202-637-5794 
555 - -, N.W. 
-,m 

IlTwmam -lEs, lx!. 510(k) mz K992258 
ATIlN:E%Z?TRMJHUBX F-l-Em I%3 : 9723529700 
3535 - DRIVE, SUITE A 
F!UNERlCUND, Ix 75028-2628 

INNEFDYNE, INC. 510(k) No: K992668 
ATIN:RIcx - pHx\IEm: 801-350-3600 
5060wEsrzAMExJA~DR. 
SALTIAKEC!ITY,vT84116 

-sDN. ElD 510(k) m Koo2393 
m: a3Atc im-KAU FBBEIW: 603 747 2434 
Iv.3 16, Jx?w EJmN u5/5 
E?ANDARPmwRANsuBANG, 
SHAH ALAM,- =-, 

510(k) b0: KOOCCI23 
PfXNEND: 609-951-9596 

-USA, INC. 510(k) ND: K994109 
ATIN: E.H. CZADIIEK FJI-mE m : 94X350-2744 
1140 LEE EwD., SUITE 101-103 
IaEEIIM ACXES, FL 33936 

INMXASIVEDEVICES,INC. 
ATm:K7-wmmN - 
734 EcmsT ST. 
-, MA 01752 

510(k) m: K994269 
E%=mE No : 50846043229 

DEVICFswIx 
SE DECISION MADE: 31-b?Al-2ooO 
510(k) SUMBRY AVAZ?BIE FBX )?DA 

DEiVICE:TRUJ!i 
SEiDECISIoNMADE:O9-AUG2OOO 

510(k) SUbMARY Am J?RX FDA 

DEVICZ:~DISF0%ELE:APNEA 
SEDECISIoNb!ADE:O6-DEG2OOO 
510(k) SUMQRY Am F'Fa-f FDA 

DEVICE:JXXl?SKEFLUID-IV- 
SEDFCISICNMADE: 12-&N-2COO 
510(k) s?mTmmr 

DEVICE:INNEE~DYNE~RADIALLYEXPANDI~~?~~XAR 
SEDFCISICNMADE: 26+AY-2000 

I?cmss SYm (REVAS) 

510(k) SUMARY Am FFuX FilA 

DJXtCE:~CIDALLDEiRICZXtEDM?CEIA!mX~ 
SFaDECISICNM7iDE:19-DE&2OGO 

510(k) smmmm 

DEvIa3:l?luEND~LIGHTER:~puLsEDLAsER 
SE DECISIm MADE: C6-U.X-2000 

510(k) SUMARY AXUL?BLE FFUX FDA 

DEVICE:DETRUSAN500 
sEDECISICNMADE:O3-AUG-2000 
510(k) SUbVARY AVAILMXB m mA 

DEVICEkTlX7NRCTpQ( 
SEtDECISIoNMADE:1O-JAN-2CC0 
510(k) SUbMARY Am FXM FDA 

* 



-ADDREssLImmmmm 
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E@IWUXC (SE) 510(K) SUWRrES CR 510(K) m 
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lNrommE~oo;LID 510(k) X%X K993567 
TmNLaBmm~[5oMI~m~] 
ATIN:I?AJEEv~ Sam PmpuENo: 667 442 8408 
llm3IMAD 
-, -r-, 

m-C!- IMX5lOlk\ ND: KO02964 
ATIN:JmLsFmEN 
11605HIfKHINGpcdTIANE 
RXWILLE,MD20852 

lNwvISIcN, INC. 
A!tTWDCNM~FCWD 
3125 SUJ!CH6lSl'AVFa. 
CMAHA, NE 68106-3675 

INVADIXNXCICS,INc. 
ATlmG?mYLIaw?N 
10180ScRIPPS~BLs7D. 
SAN DIEXQ CA 92131 

INJVADIAfXXTICS,INC. 
RITNzGARYLrn 
10180ScRIPPSRma4BLvD. 
SANDIEGO,CXX92131-1234 

lmmI!xMEoIc!AL,INc 
FflTNzDEBRAAOLSCN 
1025 D PAFRWU 
SOITEC 
-, CR 97132 

ATTNzJWEPBMMWJJPEK 
3956 44X-I ST., S.E. 
KlavlKm, MI 495x2 

A!ITN:JCXEPHMMMUREK 
3956 44'IH ST., S.E. 
KEDrIKm, MI 49512 

510(k) ND: ml.2 
PKNEIW: 6X-554-7750 

INSIGI-rr~MFI=.,INc. 510(k) 1\K): m252 
A!lTN: K. F'E!IER L0LCX-I FiENE N3 : 407-324-2727 
54OOSOUIFIBRYAtWAvE. 
lt%NKBD, FL 32773 

FTxxiE’m : 301-881-9239 

510(k) m: KORl485 
PI3XEm: 402-558-3000 

510(k) mz K994004 
FFKXG No : 619-586-9900 

510(k) ND: -535 
FfQIEm:858-586-9900 

510(k) ND: KOOl349 
FfKtEND: 503-554-4227 

510(k) m: K993785 
FTXNE NO : 6X-554-7750 

DEVICE:NEUWII 
SE DECISION MADE: 19-DFG2000 
510(k) SW?GRY AVAILXUE = FDA 

D?mIcE:BYDm2,~75 
SEiDECtSICNMADE: 124lAY-2000 
510(k) tX?mmw 

DEVICZ:QANTALITE~LYMEB. - Iac/Ic24EwSAKIT 
SEDECISICNMADE: 27-JAN-2000 
510(k) tsmmimr 

DEVICE:QuANllALITELKM-1ELIsA 
SEDECCSICNMADE: 07-JDN-2000 
510(k) i%mmmr 

DEVICE:C7GDIC#ISEECG~~ 
SFaDEXXSICNMADE: 27dDL-2ooO 

510(k) SUtmRY AVAIUBU m FI]A 

DEVIU?zULW TISSUEMARKER 
SEDECISIONMADE: 04-FEB-2000 
510(k) SU@ARY AVAIJXW FFCM FDA 

DEVIcE:ACXXTOORESINGLEiACMCNOCWEBIOPSYDEVICE 
SEDFCISICNMADE: 24-APT-2000 
510(k) StW?ARY Am FlXM FDA 

DEVICF,: INSIGHl'4OCOENDOSOOPE 
SE DECISICN MADE: 17-W%2000 
510(k) ZX7mNNC 
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-w. 
iYll!Nzmm 
300WfBTEEER!KNAVENUE 
MILWAWE, WI 53207 

IN- OXP. 
ATIN:DaE I%rcDs 
300WETCEDGEFXNAVENUE 
MIIWXEE, WI 53207 

INs-mPm IM?4mE, 
ATTN:MAx LINDEKr 
300WFSTEEERlEiA~ 
-, WI 53207 

- lIMwING, 
zxrrN:m LINDEKr 
3OONS!CECGERKNA?fE. 
-, WI 53207-6025 

- pIpI;II\FG, 
ATlw:wcx; !JEcns 
300WESPE3XEWENAVEL 
-, WI 532076025 

m llmxm, 
ATIN:!lxM4I - 
300WESl?EXGEXENAVF,. 
MIIWDEE, WI 532076025 

lx! . 

INC. 

INC. 

Ihc 

-a -, INC. 
ATIlN:TRIclA Km 
2990 - BLVD. 
BlZEEL PARK, PA 15102 

m-m-m. 
ATIN:clzw& MAFmE 
113 HAKIWEU AVE 
LEXJNXN, MI 02173 

IN-m-03. 
ATIN:~ MARBLE 
113 H AVE. 
I.mIKXN, MA 02421 

510(k) m Icoo 
pI-lx?l ND : 5173323593 

510(k) m KOO1439 
PiENEm: 

510(k) n KM)1729 
PI-Km No : 414-747-1030 

510(k) HZ ~KCK0976 
Ff33E Im : 414-747-1030 

510(k) m KCXJ1171 
Pf-KslE ND : 414-747-1030 

510(k) IQz KOO1928 
HENE Kl : 414-747-1030 

510(k) ND: KOO2472 
pi.s-mE No : 414-747-1030 

510(k) No: IQ91355 
pITxaEm: 412-85~xl.33 

510(k) Iu3: K994238 
EFK.-NEm: 781-861-4467 

510(k) No: KOOOO53 
PI-?ZNE ND : 781-861-4467 

DEVICE:LI'IWINcRUKRlEANclcw 
SEiDEXXSION~:15-W-2000 
510(k) SmM!#RY AWUUUXE FKM FDA 

DEVICRcRLXXEW 
SEDECISIONMADE: 
510(k) SmtmEm 

DEVICE:?KCUS 
SEiDEXXSIoNM?iDE: 
510(k) SYmtmma 

OClCOD 
22-Jm-2000 

l3-JuL-2000 

DEVIC'Z:DELTA16'ma' 
SEDEXXSICPJ~E: l2-&Wf-2000 
510(k) sS@MARY Am FKM FDA 

DEvIcF#:s1GMR 
SE DECISICN WE: 02-AKG2OW 
510(k) SWdARY AvAn?&m J?KM mA 

DEVIC!E:DEiLTA32ANDDELT!?i32 TACT 
SE DECISION MADE: 29-NXG2000 
510(k) StlMARY AVAIIXKE F'FCM FDA 

DEVICE:METEREDl3XE INHALERma1m,mm 
SEDEXXSICNMADE: 27-JAN-2ooO 
510(k) STmFMEm 

DEVICE:ILTESTLIt$IDANlTWKMIN 
SE DEXXSICN ME: ~~-JuN-2000 
510(k) t!XJM?m A- FWX l!DA 

DEVICEi:ACG9OOOSYSIF%f 
sEDEZISICNMADE:15-MAR-2OCN 
510(k) SOMbBRY AWULAEKE FKM FDA 
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-cN-a. 510(k) hlD: Koo2400 
ATlN:(IIr+mL MAREElE PfENEND: 781-861-4467 
113 HWXWELL AVE. 
IL%IKXN, MA 02421 

mclNmm. 510(k) m Xl02467 
IxrcN:cawz MAFaLE FKNEbK):781-861-4467 
1UBARlhEUAVE. 
LEXIKKN, I% 02421 

lrlaEmA-LIc 510(k) tm: x902392 
T,MXLeNL960-V 
ATm:NANcY - PKNEi m : 858-455-1115 
5955 PACIFIC amlm BLVD. 
SANDIEGO,CA92121 

INIEGRA- 510(k) m KM)2765 
LuImIMc- KITS-IM,IM2,IM3,111LIm TmEJE 

ATIN:N?wcY - mIK):858-455-1115 
5955 PACIFIC (xxrllm BLVD. 
SANDIEQ~92l.21 / 
-BIasENslXG !mm?xmES5lO(k) ND: KOO1521 
ATm:xxw.D LuIa3 PIXBJEiNO:860-437-4609 
86BolsIlJNpD(FTrn 
IImm?xm,crO6385 

-mITAT.l-, INC. 510(k) m HXlOl51 
ATlN:FI.DYDGLNKN PENEm: 858-792-1235 
4329 ciRAYDm IMAD 
SAN DIECQ Ca 92130 

INllERa -IEs, L.L.C. 510(k) NX K993869 
ArrN:-c-m PHlcNE r?3 : 303-699-7970 
7144 S. CHAE%'ARAL CIR. E. 
Aum?A,o380016 

m NEW TECHKXGIES,5lO(k) m K992256 
Alm:DANlEL IaIm PEENE ID : 847-374-1727 
Fomx7007 
DEERFIEu),lL60015 

rnL'ID. 
ATIN:-SKAHAN 
555 13TH f3TREET N.W. 
WAsxmaa,DO2ooo4-1109 

510(k) ND: KOOO405 
PENEm: 202-637-5794 

DEVICE:K%)IFI~I~OFACL~ 
SEDFCISICNMADE: 30-AxJG2CCKl 
510(k) SU.MRY AVAILXCZ FIMM FDA 

DEVICE:C#LX?APIXXEINS-FREE 
SFaDECISICHh%DE:13-CCI'-2ooO 
510(k) SUMARY Am FKM FDA 

SE DECISION MADE: 02-NC&2ooO 
510(k) SUM%FtY AVAIUBLE FFCM l!DA 

DBVICE:LI(xzxCXP tKxmIa-m.1,LIocMIMc~GEN~l,cIc1.SB 

SEDEXXSICNMADE: 24-m-2000 
510(k) SuplElARy Am FKM FDA 

DEVICX:XXQZNS 
SEDFxXSIoNMADFa: 27-K&2000 
510(k) SOtMARY Am FFCM FDA 

DEiVICE:PERRY-RX33EXG (PK) HAam- 
sEDECISICNMADEi:1o-APR-2ooO 
510(k) SO&MARY AXUABLiE FKtd l!DA 

DEiVICE:INI!ER-(X~~ 
SFaDECISIcNMADE:19-JAN-2COO 
510(k) SUMtGKY Am FKM FDA 

DEVICE:~'SR.ESPIRATICNTBAlNlX DEVICE, FKL.D-01 
SEDECISICNMDE: XL-JAN-2000 
510(k) ,SOMARY A?QIUBLE FK&f mA 

DEvIa3: lYmmaJmL?D.RESPI-m 
SE DEKZISI~ MiDE: 17-MAY-2000 
510(k) SUMAFZ AVAIMXZ FRX FDA 



-ADDREssLI~FoR~- EQURNDR (SE) 510(K)'SUWWES OR 510(K) m 
FmlfTNALDECIsI~REND~~THFl~~o1~-2OOO THRXJGH31-D~2ooO 

lNlmtwMa- 
ATl!N:DAvIDW~ 

MEDIcaL m'r510(k) m: K993503 
FFSXE Im : 925-356-2640 

2coGwzmmlANE 
SOITEC-100 
E%EASAW HILL, CA 94523 

INW%WTICXQ%BIOPHYSICSC.XX???. 510(k) 1uD: K992657 
ATIN:H.DAYID s5XUGEX, JR. F'HSENO: 5X2-326-3244 
4020 SOVM - DR. 
tmITE160 
AUSTIN, TX 78744 

~CWLBIOEWSICSCXXP. 510(k) No: -2785 
WINzH.DAVlDSHXXLEY,JR PHONE I?3 : 512-326-3244 
4020 su?IH - DR. 
SOITE 160 
ADSTIN, TX 78744 

-oNALBusINEss -=IEs 510(k) m KCKI2384 
ATIN:- m ??KNE IV3 : 843-224-0553 
1667AMARSHHFWRIANE 
l!nJNr-, SC.29464 

INIERMM- DIB OF -10(k) PrFD: K994254 
ATrN:DmNA WARD FKNE In : 800-947-6334 
4814EasrSExxNDfiTREEx 
BENICIA, ca 94510 

SS.L. I?cm 
PSSIECH DEWC)EWNl?,510(k) No: K993850 

PIXNE No : 604 522 1619 
1629 EWTEW WY 
DEUlA, B.C., 

DEWICE:BAIDER-UCXSPINALSYSTEM 
sEDBCISICNMADE:14-APR-2000 

510(k) SWMARY AVAILXKE FlXX ?JDA 

DEvIa3: IBCvRv,Mmi!L1350 
SEiDECISICNM?iDE:18-FEZ-2000 

510(k) SUMMARY AWULABLE FlQl FDA 

DEVICE: IBC FImJARD, zcmL6050 
SEDFCISICt?MADE:14-JAN-2000 

51Ojkj SW&FGZ A-- FFCM mA 

DEVICE:M-XXOXYGENSENSoRS 
SEDECISI~MADE:15-DEC-2000 
510(k) SUbNARY AVAIUQU FlXM FDA 

DEVICE: vCSm35 lrMmmamArJD1m 
SE!DBCIS1CNM?iDE:1pMAR-2000 
510(k) m AVAIIABU FIMM JmA 

DEVICE: URINALYSIS l?Efmmr STRIPS (10 PAt?mmms) 
SE DECISION MADE: 03JAN-2CGO 
510(k) W 

Irtmmm3cIIossINrL. 
ATINzLYNNMXDARFI 
181 D DR. 
IRVINE, Ca 926X-2402 

510(k) ND: w)(30236 
FKNE No : 949-453-3200 

~,%%?5~201, 2RG301, 2x050 2RelOO ml50 
510(k) m KOOO515 

ATIN: PFc6l.E REY-FESSLER RxINEN;) : 94&53-3200' 
181 D DR. 
lIRVINE, Ca 92618-2402 

-mINI!Ll. 510(k) No: KfXXN76 
EVmIAMF 
ATIN:LYNNMFXDARTI lFT33rm No : 949-453-3200 
181 TEUNEDX DR. 
IRVINE, Ca 926X3-2402 

DFXCCX: S!tNEGYVLSC!APNWMJDELS2206, 6102 
SEDEXXSICNMADE:16--2000 
510(k) St&WARY AVAIUBIB FRX FDA 

DEVICFZ~WIXN~OOR~JXNEGRAFT m,mELS2FW5 

sEDECISICNMADE:15-SET-2OCO 
510(k) SWWRY AVAILWLE m m 

DEXICE:SYNEFWADJU~TRANSVEFtZ~IMD, SYNERGYma 

SEiDECISICNMADE:18-AER-2000 ' 
510(k) ZXJWARY AVATUBLE F'RX FDA 
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-mINTL. 
ATIN: FRXIE REY-FESSLER 
181 lXXWUXY DR. 
IRVINE, C!i 92618-2402 

ImL.IGwYsE~msY~ 
ATlmHARvEYLKASDAN 
9162 EXN AVE. 
(xBmxmx, CA 91311 

llIm%mLocwp. 
ATI!N:5x-lmE WARD 
I.330 PIUXJD DR. 
FtXWIUE, MD 208504396 

ll?mmxzmcN 
AlTNzJUDYFGCBIDCPU 
18732 e%XN?W 
IRVINE, CA 9263.2 

510(k) m: KIx)2592 
Ef-xmE m : 949-453-3200 

510(k) No: KWO373 
=pIx3:818-709-1244 

510(k) No: KOO3204 
PJXNENO: 301-258-5200 

510ik) ~: Icoo 
FTXNE m : 94943544314 

- -cs, INC. 510(k) ND: KOO1992 
A!rINzPANELAMIfsmEJ PKNE NJ : 760-9X3-1820 
6354CCR!lEDEtLAEiEm 

Eifiz?k, ai 92009 

I, INC. 
A!MN:czmlY YaJNK 
651 CAWUS DR. 
ST. PAUL, m 55112-3495 

510(k) m: K993904 
FTKNE IW : 612-697-2003 

-cs, INC. 
~MARIAEEUUTI!U 
651CmPUS DR. 
ST. PAUL, MN 55112-3495 

510(k) No: KOO0864 
FT-ENE IW : 651-697-9797 

-cs, INC. 
ATI[N:MAEUAEBUTI!LE 
651 CAMPUS DR. 
ST. PAUL, &lN 551123495 

510(k) m: KCOl257 
F'HCNE ID : 651-697-2018 

-a, INC. 
ATm:cA?Hy YcmNK 
651 C?WUS DR. 
sl!. PAUL, MN 551123495 

510(k) m: KO01648 
PIDIE ID : 612-697-2003 

DEvIcE:-~ANrERIoR~~PLATEsYsrEM 
SE DECISICN MADE: 06-CC!l?-2OCXl 
510(k) tXIMbNW Am FiCM HB 

DEmaz:939uDxuRINEP?cn3xmYSY~ 
SFaDECISICNMADE:14-APR-2000 
510(k) SObMRY AWdL?BLE FFXM EDA 

DEVICE:BARTELSVIRALRESPIFWWY b?cmmmGANDlD~~oNKIT 
SE DECISICN MADE: 07+X-2COO 
510(k) c%nWm~m 

DEVICE:MXXFICWICi'T'mYCbmXXE 6cccLFisER~ 
sEDECCSICNMADE: -2000 
510(k) SO&NARY AMILhEUa F!tXN FDA 

DEVICZ: ILT 0.014" cTxmmm,Ma3ELcl14NL2 
SEiDEfXSI~~E: 25-SEP-2000 

510(k) SCU-WRY AVAILMU F!lXX FDA 

DEXICE:INTRWBWBID 
SEDEZCISION~: Ol-FEEi-2ooo 
510(k) SU-MRY AWULJBLE = FDA 

DEVICE:--xssI!ENl! 
SEDECISICNMADE:14-AE'R-2000 
510(k) SXMARY AVAIUGLE = EIlA 

DEVICE:lNBACX)ILS!TEWT 
SEDEcIsIcNMADE:1~-2OOO 
510(k) St&MARY AVAIIXW FFCM FDA 

DEVICZ:D BPARMCUNT 
SEDEC!ISIONMADE:28-AU+2OCG 
510(k) SW%RY A= Ffa.f FDA 
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-a, INC. 
DELIVERY- 

510(k) m: K.003040 

ATTNZHARIAEBRMTLB FHXFa N3 : 651-697-2018 
651 CAMEUS DR. 
sr.PAuL,MN551l2-3495 

ma, INC. 
ATIWAMY PfTERmN 
651 (XNEVS DR. 
SC. PAuL,MN551l2-3495 

510(k) ND: KOO3450 
EKNEKI: 6X2-697-2076 

lImITIwSuRG1m,INC. 510(k) ND: K990144 
EiNrxxm1cINwmSYm 
A!t!tmMIcHAFL DANIEL 
134Ow.MIDDLEFIEmRam 
MxNmINvIExIJ, ca94043 

PIXNE ND : 650-237-7036 

lIvmmmEm1w,INC. 

it!icN:DAvID CASAT, 
l34owEsTMIDD~RD. 
MIxlmAmvIEw, m94043 

INvAanEoJRp. 
X'l.NrEZXARDAKEaLL 
P.O. BX 4028 
ELYFUA,CH44036-2125 

liNmcmEm. 
XC'INzE3YHARDAKFOI.L 
CNEIlTmxmEw 
ELYRIA,CH44036-2125 

I!3wuaEocwp. 
ATlNzHX4FU)MHZXSTEIN 
555 - .!TWBT, N.W. 
WAfsmmm,Dc20004-1109 

INtrAamcc%Ip. 
ATINzEOWARDAKFXLL 
cm-w 
P.O. KX 4028 
EURIA,CH44036-2125 

-(=(JRp. 
~EtXiRDAKRSU 
Cm-WAY 
P.O. HJX 4028 
EiLYRIA,CH44036-2125 

510(k) IUD: I(001666 

PFKNEFD: 650-237-70X3 

510(k) ND: KCXXU74 
Pf3mE DE.3 : 440-329-6595 

510(k) m ml777 
HIONE I93 : 440-329-6595 

DEVICE:KlDELCGSTILT~ SYsIEMrnpowER~ 
SEDECISICNtGDE:24-JUL-2ooO 
510(k) SUt+mRY Am F'md I?DA 

510(k) No: KOO2157 
FKNE ND : 202-637-5813 

DEVICF.:R?GZERIIM~,&SXIELIN-~~~~L 
SEDECISICNMADE: 25-ATX-2ooO 
510(k) !XIMGRY AVAIUBLE m FDA 

510(k) m: KOO2170 DEVICE: mEL go00 PEDIATRIC v 
FJl3mE No : 440-329-6595 SEDECISICNMADE:O4-AUZ-2ooO 

510(k) SUbfGRY AVAUXXE F'RX FDA 

510(k) bKh KOO2171 
EKNE NO : 440-329-6595 

DEVICE:-LIE;TcHAIR 
S?XDECIS1oNM7+DE:10-ArX-2000 

DEvIa3: - PRcxcEE SELF-ExPANDm -srENrm- 

sEDECISIONM?!DE:28-DEG2OOO 
510(k) SUbwiRY AVADXXE FZMM FDA 

DEVICX:IxCm%Em~ PARGXUNZBlLIARYEsIDopTaDsIHEsIS 
SE DEiCISIoN MADE: 07-DEC-2ooO 
510(k) SUMhXU A- FFXM FDA 

SEDM;?SIONMADE: ll-JuG2003 
510(k) SL@%%RY Am ?mX m)A 

DEZVICZ:MXXFICmcmTc) INIuITIvEm1caLwVIEW EmlnzaPIC SYSI 

SEDECISICNMADE:24-At%2000 
510(k) SLE%iRY AXUL?%U FEuX FDA 

DEZICE: ACI'IONAF'-1wHEELcHAIR 
SEDECISICNMF!DE:18-F'EB-2000 
510(k) SU+fARY Am FFcM FDA 

510(k) SOb%mRY AVAZ?QXZ FFXX FDA 



-ADDeLImmmRH-~ WV 510(K) - CR 510(K) - 1GJAN-i. 
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IlNvxmEm. 
ATINtElXiARDAKlXEL 
CaElINviamwAY 
ELYRIA,CH44036-2125 

-03Re. 
ATINzEDH4PDAKX&L 
CNEINKYBREWAY 
P.O. Em 4028 
ELYRIA,CH4403~2l25 

At!mmTE ANDERSCN 
7450J?GYINGCUXJDDRIVE 
suITE3.50 
JzDENPRAlRIE,MN55344 

-, INC. 
ATIRRBBEZWEUWINS 
11408XRRlWIOVZSLLEYRD. 
SUITE 202 
SANDIEGO, CA92121 

-, INC. 
ATIN:=Em 
ll408sxREt?m~m. 
i5iur-m 202 
SANDIEGU,CA92~1 

B, INC. 
ATINzmEUWINS 
11408saRREsJroviULEYRD. 
SUITE 202 
sANDIECQCa92l21 

-, INC. 
ATINzFCBERTEILNINS 
11408scwRwIT~RD. 
SUITE 202 
sANDIE.GQCR92l.21 

-, INC. 
XSTNzRXEKlTET.LWINS 
11408ScammtO~m. 
SUITE 202 
SANDIEGQCA92l21 

510(k) ND: KO02284 
FTENE No : 440-329-6595 

510(k) No: XI02317 
PKNE I?3 : 440-329-6595 

510(k) ND: I(984231 

I?iDE No : 6X2-941-3507 

510(k) PIID: K993484 
pH3NE ND : 858-452-1986 

510(k) ND: KCXX937 
E%-ENE ND : 858-452-1986 

510(k) m KOO0938 
FWBIE NO : 858-452-1986 

510(k) EK): KOOG939 
FTXXE Xl : 858-452-1986 

510(k) No: KOOG940 
PXNE No : 858-452-1986 

DEVICE:vEN!tUE IDDCWGEN az.mmmxDEvIcEIDD2OExAND5OEx 
SEDEXXSI~MADE: 24--tXT-2COO 
510(k) SUMiWY AVAIUELE FFW EDA 

DEVICZ:KBlEL~ BARDERIc- 
SE DECISICW MADE: 25-Au%2000 

510(k) ,SUMARY A- BXBl FDA 

SE DECISICN MADE: 31-~xf-2ooO 

DEVICE:Q-Kl'F,CW#2001 
SEDEXZSICNFADE: 25dGY-2GGO 

510(k) SUMAm AD FFCN FDA 

510(k) SUMMARY AVAIIAEW J!FCM FDA 

D?ZVICE:IVCCNFaMEDIUM 
SEiDEiCISIONbBDE: 25-MAY-2000 

510(k) SUbWRY Am FFQd FDA 

DJZX?ICE:Wa 
SEDECISICNMADE: 04-MAY-2OC0 

510(k) SUMMJBY AVAILAFU F!RX FDA 

DEXCE:HDMANSERUMAU?UMIN(HsA) 
SE DECISICN MADE: O&MAY-2ooO 

510(k) iSUMMRY ALNILMLE FFad FDA 
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B, lx!. 
XLTNzRFBERl?ELUVINS 
11408ScBFamo~l?D. 
SOITE 202 
sANDEGO,C7i92121 

m, INC. 
ATIMFCBRTEIMJINS 
11408s3lxmmm~RD. 
SOITE 202 
SANDIXQCZi92321 

-, IN!. 
ATINtRXERCEICWINS 
luO8ticmmm~m. 
kt?urm 202 
SAN DIEGO, CA 92x21 

ImmFaizmmx, INC. 
EL 3155A ciERIEs 
mFRANcIs CASEY 
l26OlIJEmwcnPKwY. 
clWN!33, FL 32826 

IcMED,INc. 
m: w. TIM MLIulm 
3385 WES!J 1820 SaTM 
BsAT.lTlAKEcITy,zrp84104 

Iam,INc. 
ATIN: w. TIM MIIILER 
3385 WEST 1820 sKX.TIH 
~TLAKfZCZlY,Ul'84104 

ImcsmI~~. 
?fI’l.N:M. LAINEiMGSWF?N 
702 13'l.H ST., #108 
MIAMI E!aEKx, FL 33139 

IOP, INC. 
ATImJi9scN - 
3151AIRWAY AVE., EUXL I-1 
oZm.I MESA, CA 92626 

ml!-a%ip. 

510(k) m KoO989 
PHONE m : 858-452-1986 

510(k) N3: KOOlll3 
F'IENE IW : 858-452-1986 

510(k) m KOO1967 
EXNFa ND : 858-452-1986 

510(k) m KW2030 

IiFDNJ3 ND : 407-275-3220 

510(k) IWz KOOl410 
FF3xrz NO : 801-975-1191 

510(k) m: KM11522 
EFKNE ND : 801-975-1191 

510(k) NJ: K983667 
pEEgvEfix):8OWM-O624 

510(k) m K994289 
PaBlENO:800-535-3545 

510(k) &K): K980672 
XJXWNI-G-, PH.D.HFPJE NJ : 954-455-0110 
470 ANSIN BLVD., SUI'IE G 
HiuxmAm,FL33009 

DEVICZ: !ZPEBMWS?lMEDIUM, CAT#/2003/2005 i 
SEiDECISIC.NMADE: 08-JUN-2000 

510(k) SLJWAFU AVAIMEXZ FRX FDA 

DEVIC!E:IVCIMREE BIAsrocysTMEDIUM,C2Q#2007 
SEiDECISIoN~:13-JuN-2ooO 

510(k) SLMGRY A?RIMBW ERM mu 

DEVICE: PVP-- RE?!Gmr, z.raDEL aT#2210 
~EDECISICNMADE:~~-ALG-~COO 

DEWICX: CMNI-TRI%31~/3155ASEFtDZSMLNITCR~ -cm, Mm 

SEiDlXXSICNMADE: 26-SEP-2ooO 
510(k) SOMaRY Am FFCM EDA 

DEvIaT: pIYKmm3 mE.L PM2ooo 
SFIDFXZSIONMADE: Ol-Am-2Om 
510(k) tXRmm!i AvAILAE3LF, FFUX FDA 

DIEvIa: TRANsQ3 
sEDEYZISICNM&DE:1&?Cl!-2000 
510(k) SLBWARY AVAILABU IX&f FDA 

DEXIC.E:ICNICSL&VZN!E~P~,~ 
~DECISICNMADE:05-JULa-2000 
510(k) tTIXB5W 

DEVICE:W 
SE DMlISION ME: 17-APR-2000 
510(k) sTXmmJT 

DEVICE:SlXLEX WC=-7) 
SEiDECtSICXi'M7iDE: O&EAY-2ooO 
510(k) SZUmEm 



,I suBMITwADD= LIlsTlxmmm~~ (=I 510(K) - CR 510(K) ,%WBBWE 
EmFmALDEcIs1oNSR.Fsmma ~TmPEYRImo1-Jm-2000 ?Hwxx;H31-D~2000 

mVrttE fxzmm?lC S&as ox, INC. 510(k) PIX): -309 
ATmsFxxEmALm PHXEND: 800-437-5706 
2511DAIMLER ST. 
SANA ANA, CR 92705 

FBiE'm : xs437-5706 
IRVINE t3cmmlmc ,sxEs 00.. INC. 510(k) m: KO03448 
ATm:wEt9oELL LEE 
2511 DAIMLER ST. 
sANIz1 ANA, CA 92705 

ISUNOBIC6UXICAT.a,IXC. 
N'INiI%JMEFtA~ 
18MENXwLN. 
l4ERcER ISLAND, Pa 98040-5340 

I- CCRP. 
ATIN: KEVINCGlYLLESPIE 
11700 -m DRIVE 
SUITE 605 
r.cmsmE,Ky40299 

IscTI?SBv 
IXIW'J: CYNIHIA J.M. l'XX.ZE 
49 PLAIN t5Tclmn 
XTZRiH-, MA 02760 

Is(m3pEsANDmLTD. 
ZXi'IWGIUUANNI~ 
29, CHDEGRAtGEcANAt 
-I 

I!cLcrlmamMm,PrYLm. 
A!lTNzKENNE?HAPAKMER 
15825 SHADY CRNF, IMAD 
SUITE90 
Iicmvmx,m20850 

lsuxL?af;@%MIAMEEua, INC. 
A!rJNtPEImPM?iNcnm 
175 PINEVIEN DR. 
AMHERD, NY 14228 

510(k) m: KCXM83 
F%YF3E m : 8co-858-5359 

510(k) iv2 K993200 
PJXNE No : 502-267-7873 

510(k) ND: wxx)587 
HElNE No : 919-859-4207 

510(k) m: X000081 
FFKNEN3: 41 227 861106 

510(k) m: KOW777 
pI-mE IQ3 : 301-548-0508 

510(k) mz KOO1469 
Fi-Kxm No : 716-691-0010 

510(k) 1x): Koo2872 
pHL%IENO: 716-691-0010 

DEVICE:BLXTWCY~~ZEMEDIOM, ElL?smasT?HAwMEDIoM 
SBDEXXSICN&?ADE: U-HAR-2000 
510(k) SUMMY AVAIIABU FFCM HXi 

DEVICF,:DEXZRANSEROM~ (Dss), l.smEL 9301 
SE DECISIcN MADE: 07-DX-2000 
510(k) St&MARY AXULABLE FTUX FDA 

DEWICZ:ISLWDBIoStJFCX~BNsKIT#3 
s;EDECISICNMADE: l3-JOL-2000 
510(k) SObWiRY AWULABLE ERX IFDA 

DEVICE: MD 420/440/460~470/480/490 
sEDX!ISICNMADE:24-JAN-2OOO 

510(k) SOWARY AvAILABLe F'XM IXA 

DEVICZ:i%WITLEsroP 
SEDECISICNMADE: 04&W-2000 
510(k) SU+lARY Am FFCM FDA 

SEiDECLSICNXADE: 
510(k) SINmEW 

DEvIa3: sAMpLc%( 
SEDEC!ISICN&l7UX: 

510(k) Sm'mmtr 

DEWICZ:R&D PFOJECT IX?269#25 
sEDECISICNMADE:O5-JUL-2ooO 
510(k) Smmam' 

DEXICF,:R&D p?axExx m271#llA 
SE DEXXSICN MADE: 02-NCW2ooO 
510(k) m 175 PINEVIW DR. 

AMHERSJ, NY 14228 



-ADDREssLIsTINGFoRcDRH~~ VW 510(K) +SWWWES OR 510(K) srpI?IEMEp\R 
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16-JAN-2c 
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ATm:ANDY GUIATI . 
175 PINEvIm DR. 
AMHEItsT, NY 14228 

N(xLARmma, INC. 
ATIN:ANDY GULATI 
175 PINEvIm DR. 
-, NY 14228 

lIvtxLmN3HMAMERIcA, INC. 
zcel.N:ANDY GULATI 
175 PINEVIEW DR. 
MHEBST,NY14228 

rl?i- i?cEaH P-ziERIa, INC. 
x.rIN:ANDY GULATI 
175 PINEVIEW DR. 
AMHERST, NY 14228 

IlccLARmAMEEucA, INC. 
A!rrN:ANDY GLJIATI 
175 PlxExIw DR. 
AMHEDSC, NY 14228 

-mAMERIcA, m. 
ATlx:ANDY GUIATI 
175 PINEVIEW DR. 
AMHEFBT, NY 14228 

Il,oaARmAMERIcA, INC. 
RrIN:ANDY GULATI 
175 PINEvIm DR. 
AMHEET, NY 14228 

J. H. EXEFXN 03. 
Lm-3cmw/MANuALTIMlx 
m:- Et4ExEm 
22 - PARKAVE. 
txmUm& MA 02140-1691 

J. MXITAUSA, INC. 
~KEITXAMRRMT 
601 13TH SIREEl', N.W. 
SUITE 5ooNxIi-l 
bMHIMXN,DC20005 

510(k) m: KOO3373 
lBXE~:80&533-6825 

510(k) Ex3: KO03374 
Hx%uEm:800-533-6825 

510(k) ND: Ko3377 
H-KNENO: 800-533-6825 

Sic(k) i\K): KG03632 
ETXNENO: 716-691-0010 

510(k) ND: KO03633 
PI-Km ND : 716-691-cmo 

510(k) m KOO3634 
FXBIE Im : 716-691-0010 

510(k) Xh KG03635 
X?-KBlEm: 716-691-0010 

510(k) FXh IQ302598 

FHXE M) : 617-864-1414 

DEVICE:EMElXNCXXXHASSIsTMXELCA-3ooOW/AUItXwI C!CIMlXANDMX)E 

SE DEXXSIW MADE: 22-NYV-2000 
510(k) SUhMRY Am F'XM FDA 

510(k) ND: K992648 DEXICE:PMARYMASTER 
F'KNFs No : 202-783-5070 SE DECISIc%J MADE: 31-JAN-2ooO 

DEXICF.:PEfX%DADD-CN 
SEDECISICNMADE: 2%m-2000 
510(k) SmIBfmc 

DEvIc.33: FEFMIT PLUS 
sEDEXXSICNMADE:O4-DEC-2CXZIO 
510(k) SBl'EMm 

DEVICZ:F'EZMlYNPLUS 
04-DEG2m SEDECISIoNMADEt: 

510(k) SIMFMEm 

DE'.?iXZ: DW 273 #i 
SEDECISIONMADE: 
510(k) tTMmm!r 

20-DEG2CBO 

DEVIa: IM 277 #4 
SEDDM3ISICNMADE: 
510(k) SmlFMEm 

DEVIU3: m 272 #l 
SEDEXXSICZTMPJIE: 
510(k) .!mimma 

21-DEcr2000 

DEVICE: I;rw 276 #3 
sEDJZCISIC.@JMADE: 
510(k) zm'B?@m 

22-DEC-2000 

510(k) smIBmrr 



&5aEmTmADD~LI~FcRm~~~ i=) 510(K) 
mFINALDECIsIcNSRExvD~~?HE~~o1~2OOO 

- OR 510(K) - 
TI3KXEH 31-DEC-2000 

J.~USA,INc. 
XlTNtKEIl'HABARRlTf 
601 mUTl3 iSTREET, N.W. 
SuITE5OOm 
~,DC2ooO5 

J.MXTIYiUSA,INC. 
ATIN: VICICR M?izm 
9MAscN 
IRVINE, CA 92618 

J.B.C AND CCMPANY 
rnPRnx!xmLMIER 
628OsovMwx~m~mB~vD., 
#l22 
IAS V'KW, NV 89Xi8 

J-F. JELEiNm & 03., INC. 
ATIN:PAPHmTA JuDKINs 
99 BusINEssPARKDR. 
AFmw,NY10504 

J.F. m & Co., INC. 
m:- JUDKINS 
99 BUSINESS PARK DR. 
Ai?MxK, NY 10504 

J.F. JELZNKD & a., IX. 
ATIN:- JUDKCNS 
99 BUSINESSPARKDR. 
ARKNK, NY 10504 

J.F. JELENm & 03., INC. 
ATIN: - JUDKINS 
99 BUSINESS PARK DR. 
AIMmK,NYlO504 

J.F. JEUNIU3 St Co., INC. 
ATm: PAPHAEL JoDistNs 
99 BUSINESS PARK DR. 
AFamK, NY 10504 

J.F. JELENm & OX, INC. 
ATTN:lv@HAEL JUDKLNS 
99 BUSINESS PARK DR. 
AFUKNK, NY 10504 

510(k) IUD: KOOO078 
Pi-DIE NO : 202-783-5070 

510(k) m: KOO2640 
PHXE NO : 800-831-3222 

510(k) m: Km2048 
FT-Km m : 702-914-8842 

510(k) XIZ Kooo532 
Fl!mEm: 914-273-8600 

510(k) m ml196 
l7?mENo: 914-273-8600 

510(k) hx): KOOl260 
PitENEm: 914-273-8600 

510(k) m KM.360 
PFINENO: 800-431-1785 

510(k) m: Km2222 
Pi-Km ND : 914-273-8600 

510(k) ND: KM)2645 
Fi33Em: 914-273-8600 

DEVI~:JElzITE4000 
SEDECISICNMADE:l5447U-2000 

510(k) S'rmmmc 

DEVIa: YPEEDCW~CFIIM- 
SEDECISIONMhDE: 084X-2000 
510(k) SOMQRY Am FRX FDA 

DEvIcE:JBC0P&gEANDGLITrER 
SEDECISICX?MADE:3O-AtK&2000 

510(k) SIXMARY AV?UIABm FRa FDA 

DEVIUZ: JEL15 
SEDECISICNM?tDE: 06-APF-2ooO 
510(k) ,smmmm 

DEVICZJELBI~90 (mENAMER&2401) 
SBDECISICNMADE: ll-b!?w-2m 
510(k) esimmam 

DEVICZ:AlXXUND 55LF 
SE DFCISION MADE: 174!AY-2000 
510(k) srAzmmr 

DEVIU?a:SICiwM 
SEDEXZISICNZ!ADE: 
510(k) smmma! 

2O-JuN-2000 

DEVICE: m-2104 
SEDBCISIONMADE: 
510(k) t%mwmJ! 

31-AOG-2ooO 

DEVICE: JELBIOSPORE 
SEDFCISICNMADE:194Xl'-2ooO 
510(k) tsmmmvr 



-ADDREssLI~FoRcnRH- E@JlWXW (SF,) 510(K) SUMWWXS CR 510(K) m 
FoRFINALDEmsImSREND~~?HEPERImo1-;lAN-2ooo !WF+ZWX31-DFC-2000 

J.F. JELENa & OX, INC. 
ATnkF4lPHmL JuDKINs 
599 EKJSINESS PARK DR. 
ARKNK, NY 10504 

J.F. JEUBW & OCMPANY 
ATIN:- JLlDKms 
99 EmINEsSPARKDR. 
AFu-mK, NY 10504 

JACK'S B 
ATIN: ANIKNY R.H. FENDER 
2227 ms'f cZUZ%WT DR. 
ALa!DENA,ca91001 

JASDIAGNXTIC,INZ. 
ATIN:DAvID &YKHNmm 
7220 NW 5&m ST. 
MlAMI, FL 33166 

JASDITXZWTIC,INC. 
lxrIN:DAvID m 
7220 NW 5fflH ST. 
MIAMI, FL 33166 

JmmMEDIaLm.,Lm. 
A!I'lNzROJBRl?DMX-AM 
222 w ST. 
sMI?HFIEID, VA 23430 

JAwaMmIcsLoo.,Lm. 
ATIwwx-HE!zPARK 
7FJ3ImGJuD. 
f+zxuxbm. -Ku 
=JJL 

JBSDiRSDNBHD 
ATINcLoxalINls?EE 

510(k) m Koo2993 
HENE ND : 800-431-1785 

510(k) 1u3: KOOO2l.3 
ii?KNFa iK3 : 800-431-1785 

510(k) mz K993878 
PJXNEFD: 626-798-3913 

5iO(k) EK): Km3738 
ElXNEiiD: 410-85&0020 

510(k) TXh KOO3247 
PENENO: 305-418-2320 

510(k) Xx KW3327 
PiXNEiW: 305-418-2320 

510(k) NO: KCxX%75 
PHONE iD : 757-365-0978 

510(k) ND: x002722 
PFKNE ED : 82 258 74056 

510(k) ND: KOO1094 
FTENEm: 073 333 853 

DJWICE:lZlWXMM 
SEDEZISICNMADE: l&NW-2000 
510(k) sA'm@NC 

DFWICE:JEUXNl'E?ASICLINE 
sEDEXXSIoNMADE:O6-APR-2000 
510(k) t!mmmm? 

DEVIC.E:JE2000 
SE DM=ISICN MADE: Ol-FEB-2CXX 
510(k) Sm!ImEW 

DEvIcE:i+JmmmR,mELsmlA, 4422 
SEDEXXSIONMADE: 26-MAY-2000 

510(k) SI?mMNc 

DEvIa: - 
~DEXXSICNMhDE:1pDEc-2OOO 
510(k) SIXLmEm 

DEvIa: ALBUMIN 
sEcIEcIsICNMADE:O5-DEC-2ooO 
510(k) sIn!mmm 

DEVICE:MANUALDIGITALEUX.DPRESSWE &%x?ImR,mmHD-502 
sEDEZISICNMADE:14-MaR-2ooO 
510(k) SOMi?QY AWaL&BW FEMM mA 

DEWICE:DIGI!IX~PRFSSmE l-3zmDx, l.xxELs Ho-503 AND HD-505 
SE DECISICN MADE: ll-SEP-2000 

510(k) SOmARY AWILAE!U m FDA 

DFWICE:SAFF,TWCHIWCURAL RuBBERmEREDLATEx ExmmATIcN~ 
SEDECISICNMADE: 28-AF'R-2000 
510(k) 6TAmtmm 
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JENEfuc/-, INC. 
ATIN:- TmEEx3 

510(k) bn K994359 
FxNE hx) : 203-265-7397 

53i?3RmpLAINsINDu~RD. 
P.O. KX 724 
B, cr 06492-0724 

JEmuc/m, INC. 
ATIm-TENERO 
53tmIHPL7muSINDu~RD. 
P.O. KX 724 
B, cc 06492-0724 

JEmFuc/m, INC. 
A!rlN:- TENFm 
53IQxrHPLAINSm~BD. 
P.O. Box 724 
B, cr 06492-0724 

JzmFxc/m, INC. 
ATIN:- TENEFO 
53Nxl.HPlxNSIImumwGRD. 
P.O. EtX 724 
B, CT 06492-0724 

53NxmPLAms~RD. 
P.O. EtZ 724 
-, cr 06492-0724 

JENERIc/-, INC. 
ATIN:- TEzEFu3 
53RxlFIPLAINS -RD. 
P.O. EXX 724 
B, cr 06492-0724 

JENEEuc/-, INC. 
ATIN:ANtwmxE Tlmfzo 
53rauHPLAINSINDu~l?D. 
P.O. Box 724 
-, a! 06492-0724 

JEmRIc/m, INC. 
xrrm- TfmEm 
53m.pIluNs WRD 
B, cr 06492-0724 

510(k) No: K994435 
PiDiE No : 203-265-7397 

510(k) m KCXXX73 
IiTXNE No : 203-265-7397 

510(k) hx): KOOO211 
FT-KNE 1\x3 : 203-265-7397 

510(k) m: KDoo360 
F'FEW No : 203-265-7397 

510(k) m KG01051 
Pi-Km SKI : 203-265-7397 

510(k) Wz KCQl218 
F'IKPJE im : 203-265-7397 

510(k) N3: KO01623 
E133NE i?3 : 203-265-7397 

DEXICExBONDlC&B 
SE DECISICN M&DE: 21-MAR-2ooO 

510(k) SLRMARY AVAIIABm FRX EDA 

DEVICF,:OFC36 -c SYSTEM, 
SFaDELTSIoNMADE:1O-F'EB-2OC0 

510(k) SUMWRY Am FRCMJDA 

DE!VICE:~ITIuNIvERsAtC&B 
SFdDEcIs1oNMADFI: 29-FE%2axJ 

5iO(kj Sii AiNLABJZ FFW FDA 

DEvlcx!: BUILD-IT El? 
SE DBCISICNMADE: 17&m-2ooO 

510(k) SLUHJRY AVAIUmE FRX Fm 

DEvIm: Rx- 
S!&DECISICNM&DE:18-FEB-2C00 

510(k) Sw%m~ AVAILWU FRX mzA 

DEVICX:RXEXEZEST 
SEDECISIONmDE: 28-Am-2000 

510(k) SLWlARY AWILABLE FFW X)A 

DEvIa: ozx?mzr PIUS 
SEDEccs1cNMADE:05-xJuiG2ooo 

510(k) suE1pIARy AVAImBm IXM FDA 

DEVICE:~~ 
SEDEXISICNMADE: ll-JUL-2ooO 
510(k) StMARY AfL4IIHm FRX FDA 

OXFSAND WERLAYFClGDUNS 



czlBmmmADDPEssLI~m~- m (SE) 510(K) SWGFUES OR 510(K) m 
FtXFTN7iLDECISICNSRENDEREDDDFUtGTHEPERIC0O1vJAN-2ooO ~31-DEc-2ooO 

JJmRIC/~, INC. 
A!rm:- TizNEm 
53NxmmAINS -PD. 
P.O. Box 724 
B, cr 06492-0724 

JlsNEwc/m, lx. 
ATIN:ANiwNuE TENEm 
53mRmPL?uNS~RD. 
P.O. BQX 724 
-, a! 06492-0724 

aNERIc/-, INC. 
ATIwAiwMmIE~ 
53MmHPLAmSINDu~m 
B . . ‘ CT 06492=0724 

J, INC. 
TWIN:- TENEm 
53NI%MIPL7uNSJmNmamxRD. 
P-0. XX 724 
s, cc 06492-0724 

JENEFuchENTKN, INC. 
mIN:- TJaEm 
53bmTHPLAINS~m. 
P.O. BOX 724 
B, CT 0649243724 

JENSEN-, INC. 
rtrrN:m - 
50-RD. 
mRnImm,crO6473 

JENsEN~,INc. 
ATIwJmN EirAiaa 
50-m. 
muHHA~,cJ!O6473 

JENSEN INDUSWB, INC. 
zYI!m:m SLANSKI 
5oeYrlumNRD. 
raaHI-mm,aO6473 

510(k) NZ% KM2815 
FWNfZ NO : 203-265-7397 

510(k) No: Koo2854 
EENE 1\x3 : 203-265-7397 

510(k) m: xoO3011 
FIXXE ND : 203-265-7397 

510(k) m: KM33037 
Pixm ND : 203-265-7397 

510(k) m xoo3039 
PHmE PC0 : 203-265-7397 

510(k) N3: Koo2041 
PHaeJE No : 203-239-2090 

510(k) NJz Koo2826 
PHDNE iKl : 203-239-2090 

510(k) m: K.002904 
ps33NE No : 203-239-2090 

JIAWSU~MEDIcazI IQJBMEW & 510(k) b0: x002669 
ATIN:JAMEs u-lu ETCNEibK):909-5-28 
I.2390 EAST END AVENUE 
aam, CA 91710 

DEvIa3:GoLDcnaHFPRE~ER 
SEiDEC!ISICNMADE:19-DEc-2000 

510(k) SWGRY Am FRX FDA 

DEXtCE:CXKDCmEFBl!scILDER 
~DECISICN~E:2O-DEG2OOO 

510(k) SUMGRY AVAILAEW F'FGl Fm 

DEVIU3:SEU?EItXKXKXtNGPRIMER 
SEDEXXSICN~E: 28-NW-2OC0 
510(k) SU@Xtt AVAILXW EXH IXiA 

DEvIcF#: JEXBL CasT III 
SFeDEC!ISICNMADE:O5-DEC-2GOO 

510(k) SW-MARY AVAXAEUX m m 

DEvI~:GoIDocwE II 
SEiDECISICNIGDE:O5-DEC-2CCB3 

510(k) SM-mKY Am F'RX IiDA 

DEXICE:WILTJGELIERCRE?QICNNAVFCRC~UN 
SEZDEXXSICNMADE: X-AUG-2000 
510(k) SUM?BY AVAILmU FRX m 

DEvIcE: EQUITY 
SEDECISICNJE: 24-CCC-2000 
510(k) SUMM?BY AVAIUEXB FXH lTJA 

DEVICE:WILUGEXLERCXEAl?I~ANDLFPr3SECIEIAIN 
SEDECISIoNM?iDE: 06-NCW2ooO 
510(k) SUM!ARY AVAILAXE FXH BDA 

DEvIcmEz-LIGEn4OOOSJmIESMANuAL~ 
SE DEYXSICN MADE: ll-OCT-2000 
510(k) SUMMARY AVAIUGJX F!FW FDA 



-ADD=- FORCDRH-~ (W 510(K) 
FCRFINALDM=ISICNSREXDEBEDDURXGTHEPEZU~01-JAN-2ooO 

.WMMRDS OR 510(K) - 
'mEUXGH31-D~2ooO 

JIAtGSUmWIm 
A!rm:JAMEs cm 

m & 510(k) Nz KCXI2670 
FmNEtm:909-54e-4828 

12390E?!STENDAvENuE 
cxIN0, CA 91710 

JIANXXJ~MEDICZ 
ATm:JA?Gis a-m 

w & 510(k) XWi KO02671 
PIXNENO:909-548-4828 

12390EXTCENOAVENUE 
amQ ai 91710 

JIAWSUwro3MEDIC%L 
Arrm:JAMEs cm 

m & 510(k) IQ KM)2673 
l?XNEtp9c):909-548-4828 

1239OEAsTENDAVlNJEi 
aam, CA 91710 

JILZX) EXT. 
ATINzDAVIDKLExXARD 
11933 ARMIDGE DR. 
GRANwEw,m64030 

51Ojkj X.k ‘XE.36l 
Ff-ENFiNo: 816-965-9381 

JMsrn.,LTD. 
m:KEIsoKE llRxlmI 

510(k) m KMKB43 
FTXNE ND : 81 082 2435505 

12-17, s, NAKA-Ku 
-, 

JMT ax,LTD. 
mm1suKE T.mAnxI 
12-17, -, NAK?i-Ku 
-I 

510(k) 1x): KCXXNM5 
PI-KPE PJD : 81 82 2435806 

-&mm aXI?ANI5lO(k) m KOO1023 
ICCN: 6.JmcJH RICEINA Hf3NENo:908-874-l216 
199 GR?mYmw IMAD 
SiKIUMN, NJ 03558 

-&a MEOIc&,INc. 510(k) No: Koo1690 
ATm:DoRENE l4zmmEa PIDE N3 : 817-262-4450 
25oOARERXXEiWD 
P.O. Em 90130 
Alamam,l!x76004-3130 

mmxN & XmSCN PmFESSIoNAzs, 1510(k) No: K9914l3 
A!PlNzDEfAN?iEWSHEU mm3 m : 508-828-3107 
325 PAXQKBW DR. 
RAYNHAM, KA 02767 

D~CEzEZ-TT?AVELER3OWSERIFSMANUALwHEELcHAlR 
SE DECISICW MADE: 11a-2CUO 
510(k) SC&MARY AWILAEU F!RX FDA 

DEVICE:EZ-!lFA~25OOSERIFSMANUALwHEELcHAIR 
SFiDEXXSICNMADEi:ll-CCC-2000 
510(k) SUMFARY AVAILXUZ FRX FDA 

DJWICX:EZGXMECRT lTR?w~2OOOSERIE!s 
SFaDECtSICNMADE: Xl-CC%2000 
510(k) StJNGRY AWIL?BLE m FaA 

iIEVia: ~5Y44xxw~~cHAIR 
sEDECISICNMADE:l9JUL-2OOO 
510(k) r+XBMRY AU4ILWKE FRx EDA 

DEXtCE:MJDIFICXTI~~JMs AFTmREsIs NEEDLE 
SEiDEtCISICNMADE:1OdG‘R-2ooO 
510(k) fin7mwm 

DEWICE:MXXF'ICZ?i!lT~S~A.V.FISTULA~~~ 
SEiDFXXSIONMADE: lO-APR-2COCl 
510(k) SmTmEm 

DEvIa: -, mEL 4660 
SE DECISICN PiWE: 22-i%&-2COO 
510(k) SUNGtY AWULARCB m FDA 

DEXTCZ:PXTECXVSAJXI!YBIM%) -IoN NEEDLE 
SEDECtSICNb!ADE:31-JDL-2000 

510(k) SWMRY AVAIUEZE FlxM FIlA 

DEmmocoMANE*wscwBDuRAP~ 
SE DECCSICN MADE: 13-&mR-2000 
510(k) SUWiRY AD FlXM ZDA 

16aN-2c.&‘ 
Page 189 



I 
I 

*r 
.s -ADDREssLI~FoRcDRH~~ 63 510(K) 

FoRJ?INALDECISIC@lSRENDEREDwIRIpIx3THEPEEUCDOlJAN-2OOO 
- CR 510(K) - 

THEIcpx;6I31-DEG2ooO 

JclBNsa& JCFlNXN pE)IIFEssIcINAts, 1510(k) No: K992173 
A!rcN: LAURA OTRADY FHXEiN3: 508-828-3164 
325 PARplMxMT DRIVE 
-, MA 02767-0350 

Jcm!Fazy: 
m:- J 
2035 E4tINSl LAKE Kxm 
NEwmK, DE 19702 

JmmAMEDIZ~pG 
Afrl.N:KAlIHy - 
2035 tSUNS?D LAKE RD. 
NEWARK, DE 19702 

2035 i3UNSET LAKiRD. 
NEMARK, DE 19702 

ESmIN 
110 EAST cswNADA BzmumRD 
SUITE 208 P.O. Box 36 
(IEKNO BEXII, FL 321754036 

K-JUMPHEZLT.HH.,L'ID. 
Al-TN:-SKAHAN 
555 - .STREET, N.W. 
~,Dc2OuO4-l.l09 

IQ44IYABIcZ4EDI~o3. 
m:m ci2xTY 
910 lIEUSPY DR. 
zsw1~~~,~~9al08-3412 

K?HlYABIcMEDIC!ALClX 
ATnk (x&TN GEZTY 
910 LtNDmmY DR. 
SEMTLE,hIA9818844l2 

510(k) N3: KO02857 
PIKm m : 3024544959 

510(k) m K991864 
FT-KSE ID : 888-567-8721 

510(k) EC% AKCXX?87 
Ft33lE IKI : 302-454-9959 

510(k) ND: ~001445 
Fi=dXEND:90&672-0450 

510(k) m: K984551 
pfKNE m : 202-637-5794 

510(k) mz KOO0361 
-1\x):206-575-8068 

510(k) ND: KCKI2558 
PI3XEi~:2&575-8068 

Iv+f.xs~-- OXI'. 510(k) NX KCXX058 
A!rm:sroNE a-ml PEKNE IW : 886 075 612201 
23KDowAN3RDRD. 
I===, 

DEVICE:S~CSF~DJXtCX 
SE DEXXSION MADE: 07-APR-2000 
510(k) SUbMRY Am FRZ4 !?DA 

DFXJICE:ELSCANNUIA (K?z),mELMl210-88,Ml510-88 
SEDEXXSIONMADE: 054X%2ooO 
510(k) .SUMARY AVAILMLE FFXM mA 

DliVICF,:RUTMTm? BPuMPsYrn 
SE DECISICN FADE: 31-AU&2000 
510(k) fXM!AEU Am FRX ?X& 

DEVICE: ~ARTERi&FILTEFt,~~HBF140 
SF,DFCISICNM7+DE: 3O-JDN-2ooO 
510(k) SUM?@Y AVAILABLE FFuX l?DA 

DEVIC.Z:StdILIEPC 
SEiDEiCISICNMADE:26-JUIr2ooO 

510(k) mY.mm?r 

DEVICE: ImEmRED EAR -, l-5xExl KI-al20 
s;EDECIS1CU&!ADE:14dAN-200 
510(k) ZXMlMXY AVAITXCE FFCM XIA 

16-m-2& 
Page190 

DEVICE: K-ASSlZ AT-III 
SEDECISICX$MADE:26-APR-2OCO 
510(k) .TIMQ@m 

DEXtCE:K-ASSJYCBIGHSEiNSITIVE~(2)~TBE BEtxmNoouLlpi~ 
SEDEX!ISIcbJMADE: 254Cl'-2000 
510(k) SlTAlIlpIENT 

D?ZVICX:~KXDER-FREEVINYL ExiwmxnoNm 
SEDECISICNMADE:104lAR-2000 
510(k) SIXCmEm 



P 

8‘. > +=maTmRADDREssLIsTIhx3mmRH - m (SE) 510(K) iXRMWXS CR 510(K) m 
K~~FINALDECISICNSRENDERED~V~EPEW~O~-JA~&~O+JO 'itRE%H 31-Dm2OCO 

=44=x, 
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ii!EsKE a-m 
BRYIREW Pl'aXTS OXE'. 510(k) IQ KW3197 

PEXXVE NJ : 886 07 5612201 
23IUXXBAN3RDRD. 
IQ-=-, 

K?wLERusA 
A!rmPBILIPcMANN 
70 GFCCMES DR. 
W, AL 35976 

510(k) ND: K992445 
Pf-KNE NO : 256-505-4166 

iliEt:Z~ 
510(k) m: KLXU630 
pH3NE I?3 : 310-410-2769 

600-mINI!E 
UJLVERCMY,cA9023&76CO 

= .‘SICRZ --CA, I.W.51O(k) 1x>: m93BO4 
ATl!NzKEVINAKENNAN PKNE NO : 310-410-2769 
6cx)~poINrE 
UWERCXTY,CA90230-7600 

iIEEEN KENNaN 
EI\HXXS03PY-PIMERICA, INC.5lO(k) 1\x): K994348 

FHBE NO : 310-410-2769 
6a3ozszwmmFoIMlE 
CUIXERClTY,cA90230-7600 

lauLsrT;wz TDWfDPY-m, INC.510(k) T53: KOOO2l.2 
ATDJ:KEvIN KENNAN F'JXNE IKI : 310-410-2769 
6mQJRpawLTEPoINllE 
CULVERCIT!C,CA90230-7600 

KARL= EZCOSPY-=m, INC.510(k) N: KWO769 
?SllWKEVINAW PI-Km NO : 310-410-2769 
600-mm 
CULVERcITy, C?i90230-7600 

KARLsrrwz Et%SCWY-Z-NERI~, INC510(k) Ex): KMOEiO6 
ATIN:KEm.N KENNAN JFFENE NO : 310-410-2769 
600-PorNrE 
CULVERCIW,CA9023&7600 

KAl?Lslmz E, INC.510(k) m: KM)1408 
ATImKEvINKENNAN JZ33NE NO : 310-410-2769 
mcIrEwmmml.NrE 
CULVERCITY, C7+90230-7600 

mRLsIoRz EIEGWXY-mm, INC.510(k) No: xDo1740 
ATm:KEvIN KENNAN FKBE NO : 310-410-2769 
6oo~mm 
cnLm cI!cY, CA 90230-7600 

DEvIcE:vINYL,FcxmER-~,P~ 
SEDECISICNMADE: 22-W&2003 

Exr!mwMIoeJm,m 

510(k) tn7Xmmw 

DEVICE:MBDGmRD~'s~ 
SEDEmS1cNMADE:18-FEB-2ooo 
510(k) SU+%RY AVAIL?CU FFm FDA 

DEVICE:KSEABIKXAR --Es 
SEiDEXXSICNE'NXC:l9-JUL-2oO 
510(k) SUbWRY AvAILAE;LF: IX&i FIlA 

DEXiCE:iWE&RiGiD~PBAND~ 
SBDEXXSICNMADE: 07-FE%2000 
510(k) SLRMARY AmIIABLE F'FcM FM 

DEVICE: KSEA SCB-RUI 
S?XDECCSIoNMADE: 03-MAR-2003 
510(k) SLMMARY AVADXEE FXM l!DA 

DEVKRKSEA~~~KNIFE 
SE DECISION MADE: 21-APR-2000 
510(k) SmMRY AWUIABIE FIXN FDA 

DEVICZkKSEAl4FANHW~ 
sEDEmsIcNMADE: Ol-JuN-2ooo 
510(k) SLMAW AVAIIWLE IXM Fm 

DEVICR:KARLSXRZBY~II 
SEDECISICNMADE: 30-1%X-2000 
510(k) iCiW%RY AUAIUXU FIXX FLlA 

DEvIcE:KsEA~FIBERSOOPES 
SBDECCSICNMADE: 3O-CCT-2000 
510(k) SUMHRY AVAIIABW IX&f FDA 

DEvIcE:KsEA~FcEAR-zA!rI~-~ 
SEDECISIWMADE: 22-Ala.G2000 
510(k) SUbNARY AVAIUGLE FRZM FDA 



+smaTmRADDREssLIsI?NGmmRH~~ 
FmFINALDEcIs1cNS 

(=I 510(K) - at 510(K) - X-JAN-d 
REmEEmDuRlx!crGPEmcDo1-.IAN-2000 !tHFUXH31-DEC-2000 Page 192 - 

mRLsTI%Iz m-ma, Im.510(k) m: m01918 
ATnkKEvIN KENraN FK.NE M-3 : 310410-2769 
6ooozaGaAmm~ 
UJLVERCIT!C,cA90230-7600 

KARLSIWRZ --AMERIa, m-510(k) m: KOO2700 
A!rIRKEvIN~ HEN3 I@3 : 310-410-2769 
6compoINrE 
CXlLVERCMY,Ca90230-7600 

K?3RLfi?lmz EDXCDPY-AMERICA, m-510(k) tn x002704 
ATIN:K!%vIN KENNAN FiBNE IX3 : 310-410-2769 
m-mm 
aJLm CITY, ca 90230-76uo 

KARL slmz ENlxHmY-mJs, INC.51Ojkj BD: xDi)2788 
A?rJmKEvINKENNAN PHXE NO : 310-410-2769 
600-mm 
UILUERCITf,C7i90230-7600 

mRLt5Tlmz l3CEUXY-=a, m-510(k) ND: KOO2924 
A!rm:KIlmm KENNEN E'EENE Ml : 3X3-410-2769 
6ooozlREmmmINTE 
UJLVERCITY,cA90230-7600 

KARLi5TLmz~m, INC. 
ATTNtTEBRY FEWGNDEZ 
175 -DR. 
-, CA 93117 

510(k) m K994090 
FFKBE PJD : 805-968-5563 

KARLf5zloRzIMpGIElG, INC. 
AT?N:TERRy FERNNDEZ 
175 a?EmNA DR. 
GoLEm, CA 93117 

510(k) No: KOO1362 
PiXNE NO : 805-968-5563 

IcARraNm-INC. 
zxl3N:ALExC~ 
I.37 alHAvE., #F 
LA PUEWTE, CA 91746 

510(k) I0 KM32167 
PJKNE ND : 626-968-2508 

IQiFueNmmINc. 
ATIN:ALExcH%wG 
l37 aTHAvE., #F 
LA EUENIE, CA 91746 

510(k) No: Koo2202 
ETKSE ND : 626-968-2508 

IcATEaD, INC. 
ATINzWlWENRWALTEiRS 
25ooRE!LLAVfL 
P-0. B3x 21247 
DES MXNES, IA 50321 

510(k) ND: K993745 
PiXNENo: 515-244-XX2 

D?NICE:KSE?L~S~PYSET 
SE DECISION MADE: 19-t%!?-2COO 
510(k) SCW!ARY AWULABJX FFCMFDA 

DJWIC%xsEAUNBATl2 
SF,DECIS1CNMADE:1a-CCT-2000 
510(k) SiBWARY AVAlUELE FI8.N FDA 

DEVICE:KSEA~~ 
SEDECISSCNMADE: 03-NY+2000 
510(k) StBMARY A- FIMM FDA 

lJi!xLcE- lcsEa Nl,aRl-m 
SEDECiSICNMADE: 23-OCI-2CXXl 
510(k) SUMARY A- FF0f FDA 

--- 

DEVICE:3DENDcGoDpE 
SEiDECISICiNMADE: 03-W&2000 
510(k) S&MARY AVAILAEW FIMM FDA 

DEVICX:KARLS'LCRZ zmImD.vABLE-m 
sEDEX!ISICNM?iDE:O4-FEB-2ooO 
510(k) SUWARY Am m FDA 

DEVICE:KARLSTORZ3DVIDEDSYsllEM 
~DEXXSICNMADE:l7dJL-2000 
510(k) SUMARY AVAIME3U FX&f FDA 

DEvIcEkIIQimAN~ 
SEDECISIckJMADE: 25-AU%2CXlO 
510(k) .CmTmmr 

DEVICE:KARMANwHEELcHAIR 
SE DECISICN MADE: 25-AWG2OCKl 
510(k) sm!EM?m 

DEVICE: K-DEF'IEi/PACEADULT ELmzmxE,mmKDP-80 
SE DEXJISICN MADE: 03-FEE2ooO 

510(k) STxBMwC 



-ADD=LIsTIEx:mcDm~~ (=I 510(K) 
F~%~FXN?LDEKXSICX~S~ 

SuMMARlEs aR 510(K) B 
DuRnwmEPEEumo1JAN-2000 THBXGH3LDEG2000 

-, INC. 
ATI[N:bARRENRi%XXEEB 
25ooETELLAvE. 
P-0. EbOX 21247 
DESlKXNES, IA50321 

lGll3mn INC. 
A!lilWWbRENRWU!ERS 
25oOBELzAvE. 
DESMXNES, IA50321 

25OOBELtAVE. 
DES NXNES, IA 50321 

KAUI l44ERIm 
ATTN:Jc%lN l?FaNz 
34oEAmM?msTREGT 
LAKEZURICH, IL60047 

510(k) mz KOOOa70 
EPKNEN3: 515-244-1212 

510(k) No: KOO2806 
FfKBlEW: 515-244-I.212 

510(k) hR3: x003228 
PTXNE NO : 515-244-1212 

510(k) m KCXXBO5 
?amE ND : 847-550-6800 

KAUI AMERICA 510(k) NX KOO2708 
mm- E4bKm No : 847-550-68m 
34oEAsTMAINi3TREET 
L7mzuFu~,IL6045 

F.FWSWI - AlmRIca, INC5lO(k) 1x3: KOO1043 
ATINzJ7XX PAW ~m:ax3-.630-5554 
5905 c B7AMPIm OAKS PKWY. 
W-QA, J?L 33610 

K?WM.Ra IABoRATc%uEs NfEBIai, IMXlO(k) m: ml423 
ATIRJACX PAW.0 n-xm m : 813-630-5554 
5905 c HAMmuN QAXS PmY. 
WA, FL 33610 

l'V#wWt - IwrnKzi, ItCdO(k) m KC01424 
ATINzJACX PAVLO mm m : 813-630-5554 
5905clrGwmfapxspKwy. 
TMPA, F!G 33610 

- - AlBRIm, IlW5lO(k) No: x001426 
A!TIN:JAcx PAW EX%E~I\X) : 813-630-5554 
5905cI%iwImaAKspKwy. 
TAMPA, FL 33610 

DEVICE: IN-10 TENS EZXTXDE 
SEDFCtSIcNMmE:O7-E1w-2ooO 

510(k) i?xxmmm 

DEVICZK-DE??IEt/PACE,MXZLKOP-60A 
SE DECISICNMADE: 21-3xxI-2000 
510(k) iSmIWEm 

DEVICE:K-DEFIEs/PACEMUL TILEuaTm PEDIATRIC EXEClXDE,~ELKDP-70& 
SEDECISICNMADE:14-DEC-2COO 
510(k) .S!Wmmm 

DEVICE: KA. K.E.Y. LASER 1242 
SEDECISIONMADE: 04-MW-2000 
510(k) SUNARY AVAIIABU IXM FIlA 

D?ZVIC.E:KAWcx%&TM)H?NDPIEm2Ol3 
SEDEms1cNmx: 2a-New-2000 
510(k) StJhMRY AfVUMELE FXM FDA 

DEVICX:IW?ASWI LNU%TBYBI.cxH)DmKIT 
s;EDEXX.SICINN4DE:19-MAY-2OXl 
510(k) SUBARY AD m FDA 

DEVICF,:IQW!SWI~ IvADMINI~oNsE1T,PRIMARY 
SEDE!CISICNMADE:21-JUTr2OOO 
510(k) SOMBRY AD FXM FDA 

DEXIC7QKTWBUMI~ IvADMINI~msE!r,~ 
SEDECISICNMADE: 21JuG2000 
510(k) SONARY AVAILWLE mx FDA 

DEXICJi?I#WSLMI~ IvADNINI~msFTmmTER 
SEiDliCIS1CNMADE:21-JUL-2000 
510(k) SUEPiPSRY AVAILAEU FRX Fm 



SuBMITIlERADD~LI~mmRH- m (SE) 510(K) SQMXUES CE? 510(K) m 
FCFtFIN?%DEiCISICNSRENOEREDDURI%?HEPEEUCD01-JAN-2CXXl TT%YXH31-DEC-2000 

1900 K STREEl? N.W. 
WxrmwmpDc20006 

KAYt%EDEX?FALMEG.cO. 
L 98250 
xllN:cxlAFK cs2ciTH 
124EAsTMIzXXlRIAvE. 
KmSAsCITY,m64106-I294 

mm INC. 
ATI!NzRANlX&LJKXlBN 
920 S. HI- DXCVE 
ST. LcXIS, 243 63026 

KEDLY INC. 
ATTNsRANDALLJKlXHN 
920 S. BI- DRIVE 
ST. LOUIS, K) 63026 

510(k) m: K994323 
PHONE ND : 202-496-7620 

510(k) PIX): Koo1309 

m ND : am342-2817 

510(k) ND: KCOOla4 
PHXENO: 636-349-7770 

510(k) No: KOO1058 
pi-Km ra3 : 636-349-7770 

K3mDm m -, L.P. 510(k) m: KOO2805 
ATI%SUSANDa?IdXCE 

BLVD.; &Z 
PSENEN: 203-431-1511 

55 - 
GREm NECK, NY 11021 

KERRCDRP. 510(k) XQ ml655 
A!r.I!N:- - Pf-KNENO: 714-516-7484 
1717 WEST CXLINSAVE. 
-, CA 92867 

KERRD~MUXRlXSCENIER 510(k) No: Iuxx)346 
ATrN:~ E?xmELL FTnEm: 714-5X-7484 
1717 WEST CXUINSAVE. 
-, CA 92867 

KERRDEm?G-CENIER 510(k) mz KM30357 
zsITN:- KlswELL PzEeTEm: 714-516-7484 
1717 WFsT CULUNSAVE. 
-, ca 92867 

KEYMED(MEDIm&~ 
ATm:IxzGER GRA!i EQmElO&)~: : 

Km0948 
441 702 616333 

SrrxxRD. 
-, =, 

DEVICE:KAMSUMI~~sET 
SBDECISIDNMADE: Oa-MAR-2CCO 
510(k) SOMQFU AUMIAEXE FFuX EIZA 

DEYIC&:BYDFGfXXl' BIS-T?MXYLTB~XARY CXXNANDBRIIXE~~E 

SEiDEYXSIoNXADE:1~-2COO 
510(k) sIz1TEMwT 

DEXfICTQAUDI~cL9E 
SBDECISICN&!ADE: ll-??ET&2ooO 
510(k) StMAEU! AMULABLE = J?DA 

DEmaQAuDI~QAF.+ABR 
SE DM;-'ISIcXV XADE: 02-.JUN-2OCO 
510(k) .XRMARY AVAIUBLE FXM FDA 

DEVICE:KEiND~BEXXEU~~ 
SEDECISICNMADE: 09-NW-2ooO 
510(k) SOtMAFU Am FXM ?XUi 

DEVTCl?,:~C2 
SEiDECISIONMADE:1O-AU%2OOO 
510(k) SOMARY AVAIIABU FFXX.5 FDA 

DEVICFAEZ- 
SF,DEXXSICNMADE: M-APR-2000 
510(k) tXMAI?Y AVAIL?%U FXM I!DA 

DEVICE:EZ -RESIN 
SEDECISIONMADE: 2&AFX-2ooO 
510(k) V AGULABLE E'FXM FDA 

DEmCE:oLYMFusENDascop1c l?xmmNGPuMPmmoFp-1 
SEDECISICHIGDE: l2-MFif-2000 
510(k) SIzxmm~ 



suEmTmRADDREss -FoRcDRHm~ t=4 510(K) - CXI 510(K) m 
FaRFINALDECISICNSREsHlEREDDUKUG‘IREPERIcoO1~-2rXO THEXXXH31-DEKZ-2000 

KExTmwlm1m 510(k) IKX K901958 
YSKBBMEDICAL~FDKbFUWAND14FDKhFUW~XLCXIH 

pH3NEEx): 516-482-9001 rtllwp;LANpm 
55PazamRNHLvD.,~200 
GREW! NECK, NY llo21 

KIMIMED, INC. 
ATm:JoEL EiLcmEF 
9229 - DRIVE 
FcYl?xc,m20854 

510(k) mz K994214 
PHCNE m : 301-983-1707 

KlINETIc-, INC. 
ATIWJUDITHA~ 
P-0. KX 659508 
SANAICKNIO, TX 78265 

510(k) IQ K99244a 
ZT-KMEm: 210-255-4468 

KIEix=sYmm. 
ATIN:CHARLFSAEKlKI' 
15OllHEmlmwmVD. 
P-0. Kx 1138 
-, IN46060 

- L.P. 
x.JFIN:w WEUI 
3234ELULANE 
NEwFcmFtIcHEy,FL34655 

v L.P. 
-551-15 
ATTN:AFm WARD 
3234EUAIANE 
NmFuFu!RIcmEY,FL34655 

Kriwmmm L.P. 
LUSDIfX!RXTI~ 
m:m WARD 
3234 ELLA IANE 
NEwFCRTRICHEX,F'L34655 

XMI--INC. 
XBNzAWINHIULSTER 
7OaNXIHWT..LEY,SUM9ZN 
AN?mml, CA 92801 

K.WRXMEDIcp;LSY~SAS 
A!rIN:- MYERS 
377 R#rE 17 SWIH 
HAzmmxxm1GI-rrS,NJ07601 

510(k) ND: I(990614 
EKBE ND : 317-776-6823 

510(k) ND: K994154 
mm:a13-376-4154 

510(k) No: Icoo 

mm m : 8x3-645-2855 

510(k) No: IW2152 

~5-m~ m : 813-645-2855 

510(k) I#: m2859 
FTXXEIW: 714-956-1964 

510(k) No: KOO2239 
Fxxa m : 201-727-1703 

SEDECISICNMADE: 25-SEP-2000 
510(k) St&WRY Am FFKM FDA 

DEVICE:GF24KNEESY~ 
SEDECISIoNM7iDE:19-JUL-2C0O 
510(k) SIXWmi! 

DEWICE: V.A.C. PLUS 
SEDEtCISICNMhDE: la-JAN-2OKl 
510(k) SUMAFZ AVATUBZ FFUX %DA 

DEXtC%HME-JtxXBEB 
sEDFcLsIoN~: 23-Mx-2mO 

510(k) m 

DEXKE:MmIJNEOFtGLINADI~, 51-6Ocl SERIES 
sEDECISIoNMADE:15-FEE-2OOO 
510(k) SUM&RY Am FRX EDA 

D~?I~~~~~~RI~HPEDIMXCMAXIWWDI~ mELs 51-550-15 AND 51 

SJZDMxSIoNMADE:24-JUL-2OOO 
510(k) SUWSXi Am FKW mA 

DEVICE:TRKXl.O&l.5MMSYSIT$iS-TISSUE -mBYAL-a 

SEDECLS1CNMADE:1O-CCT-2000 
510(k) SDMGRY Am FKM FDA 

DEVIC'E:sswsllERILEWLUMCNhlAFMZR 
SEDFCISIC.WMADE:16-NW-2000 
510(k) SImRGKC 

D!ZVIC& SIC&l% 110/330 DIXXXCIC ULTRAfXmD SYSTEM 
SEDEKXSICNM?iDE:O&XJG-2000 
510(k) SQMRFX AVAIMEXE FRXf FDA 



eADDREssLImFc%IcDRHm m (SE) 510(K) SUWBIES OR 510(K) SWBdEWT 
FORFImLDEmsIcNSFtEm~~mPERI~o1~2Oclo !WFfJXH31-DEC-2CXXI 

Ios%mlR-ma3., INC. 
ATIN:KEvINMRANDALL 

510(k) m: KDo19Oa 
pr%INFl m : 303-664-0539 

P.O. Box 253 
IAlWEXE,o380026 

KSAN L?aTEX INDUSIIRTES (M) SDN. B510(k) No: wx31190 
oMIclXGRWScWLFssOFwrru;FIATER~~pE 
ATIWLIM m?ANHwA pHcp\TE ND : 603 392 7616 
JDC 16632, 5-l/4 tams, 
JALANMERU 
-, -, 

IGSSAN LATEX llNlXJ.StlUES IMl SDNi %10(k) NZ KOOl557 
(1OOMI~cw~)“ 
m:LIM KwANHm 
LOT 16632, 5-l/4 MmtS; 
JArANMEm 
-, -, 

FFKM NJ : 603 392 7616 

KmuLm,u 
ATm:l57I9mmsMINN 
18626 S. m AVE. 
# loo 
RANCH)-, CA90220 

IcRExMv, INC. 
ATnkJ(x3m-l l!txmmm 
9025 Bp;LBcyAVE. 
SANDIEGQCA92l23 

IcFawERpEl(mJrypEs, INC. 
m:RIm IcIaNfm 
1443uPPER~ RAPIDSRD 
-, CR 97470 

KURARAY AMERICA, INC. 
ATm:IuxmI Imc0a-n 
200 PARKAVE. 
NEW Ycm, NY 10166-3098 

KoRARAYeANY, LTD. 
A!lTN:IQICHIKIXKl-II 
200 PARKAWCWE 
xIMFI.MFIzIFEBuILD~ 
NEW ycm, NY 102564098 

510(k) ND: xooO320 
FFKNENO: 3xxm-0690 

510(k) N[): IWCXXXI 
pH3NE NO : 619-514-4235 

510(k) m KOCXX63 
PEDNJ3 ND : 541-672-2543 

510(k) Iw3: x002322 
mm3 m : 212-986-2230 

510(k) m KOO19l.3 
mm m : 212-986-2230 

DEiVICE:ICNItR55soFT~ 
SEDECISICNMADE: la-AU%2ooO 
510(k) fZtXmEm 

510(k) i%CAmmn 

DEVICE:L?XI!EXErRlO~ maGLovEwTlMmIN-CLAIM 

SEDEZISICNM%DE:O9-JUN-2000 

510(k) ,sTmmm 

DEVICEi:SC@FXAlRES6oo(SA-6OO) 
SE DECISICN WE: 02-MAY-2ooO 

510(k) ,SUBiWY AVAILAEU FFUX BDA 

DEVICBMWX7 
sEDECISICNM?iDE:15-JUN-2000 
510(k) SUWiRY AVAIIAEW FRX FDA 

DEvIcEkIGmNER~pIlDFILe~HJLDER 
sEDECISIcNMAI)-E: 02-&W-2000 
510(k) SUHRRY AVAILAPU Fmd BDA 

DEVICE:MXXFICATICN~PANAVTAF 
sEDECISICNMADE:1t?-SEP-2OOO 
510(k) SWNKY AVAILAEU FRX FDA 

510(k) SOMWRY AVAIIABLF: FRX m)A 



-ADDREssLImma)RHm m (SS) 510(K) StRNmES OR 510(K) m 
FcwFINATssDECISICNS~~DORIFGIMEPERIcZO1JAN-2&?O TH%mH31-D~2ooO 

16-JAN-20c.i 
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KORARAYYm,Lm. 
m!rN:Kmcm KmJactI 

510(k) No: KOOl914 
mm rm : 212-986-2230 

20oPARKAvEsJuE 
3oMFLMlTZIFEBUILD~ 
NEW Ycm, NY 10166-3098 

LJEUECT---m 
m:- ATJsmmr 

510(k) m: KOOO950 
prE@E m : 055 150 5010 

WILLI-EIcXILEEt-SrR. 25 
-, 

LABODET---w 
4202; CWARIAL BIOPSY NEEDLE 32218 

510(k) ND: KOO3056 

A!sl.N:- ALBREmr E%-ENE En : 055 150 5010 
WILLI-EICHLERGTR. 25 
-, 

IABTICIAN mcs, INC. 510(k) m: woo544 
IITIN:R.DAVID SCXJIXX n-mix m : 905 829 0055 
214OWINZXNPARKDR.,uNIT6 
-I -0, 

LsflumDIcs, INC. 
ATrN:EmPsPux?+N 
310 PRUNE AELEY 
-, m 98245 

510(k) ND: KOOl737 
Ps-mEND:360-376-7095 

IAERDALMEDI~(scwp. 510(k) m KO01742 
NTNzCXNCHIAJNcaTE PhE'm : 919-859-4207 
49 PMIN btFmEEc 
muT-IA!mxEom,m02760 

IpxEREmcNMFG.,INC. 
3iITN:JIM - 
30 IAKE HAZELTINE DR. 
a-msm, MN 55318 

510(k) Im KOOoll 
PIXNE N) : 6X&448-5111 

LMEREGIcNMFG.,Itc 
m m v 
340 LAKE HAZELTINE DR. 
ansm, MN 55318 

510(k) IQ KOO34a3 
piKNE ND : 952-448-5111 

lLIwmwIm 
Z%%ZFW~ 

510(k) hx): K993942 
pIEmE ND : 9263562640 

2OOGFumxYLAIm 
GsuImC-100 
- HILL, cl 94523 

DEVICE:CLENVILF~EPAIR 
SEDECISIONMADE:lO-AUG-2000 

510(k) SUMGRY AX4ILXUZ FXM FDA 

DEvIa?l:EMBFaoTTmJsFERcAIIHE;IpI SET, KDEL 320200 AND 320201 
SEDExxs1mM7m% x&MAY-2coO 
510(k) SUMMFY AVAILAELF: mM FDA 

DEVIC'JZ: cF.NUAL BIOPSY SE?l' 324102-324108; CNARIAL BIOPSY SET 324200-32 

sEDECISICNMADE:l3-DFC-2CCO 
510(k) SD&MRY AVAIIABU F'FzX FDA 

DEVICEzKUCXEZDEGXCVBEADpcLsITIoNIIx; -,mELaoao 
SBDECISIoNMADE:O9-MhR-2000 
510(k) sIXmm?r 

DEVICE: oPzqJE HERRICK PLm, 0.3MM; 0.5MM; 0.7.m 
SBDECISICNMADE:19dUN-2ooO 
510(k) tXtMmwC 

DEvIa: RESUSCI rtNFmD%mcPR- 
sEDFXXS1ONMADE:06-CCT-2000 
510(k) SUMARY AVAlU4U m FQA 

DEVICZ: mIFIED HYDROPHILIC OCYITED GumEmRE 
SE DECLSICN MADE: 01-M&R-2ooO 
510(k) SUN@Y A= FlXM FDA 

DEVICE:M=B)IFIEDHYDFOFHILICCMZDGUID~~?E(~ 
sEDFCISICNMDE:0GD~2ooO --I 
510(k) SUMGGtY A= F'NX l?DA 

DEVICE:LITE%%R2000 
SEDECISICNMDE:la-JAN-2COO 

510(k) SUMMARY AVAILAEm FhXX EDA 



:c. 
( _i -ADDwLIslpINGma)RH- EQIIWXW (SF,) 510(K) SlslMARIEs CR 510(K) sIz4TEMENTs 

FoRJ?INALDlx!IsIcNSRmDEREDDuRIrG~~mo1-JAN-2m 
l-2( 

!u%%H31-D~2000 P- 198 

w;ERMXiMEDICX 
XrIwPADLYFANG 

TEcHmXEIEs aXlO NC): Koo1031 
Hx3NE ND : 559-651-2222 

16OlmRTHciL?wCY~ 
VISALIA, CA 93291-9263 

ATIN:PAULH,HARDIM7W 
3052CFuXARDDR. 
SAN Jca, CA 95134-2011 

mckJ1 
A!rImPAuLHARDIMAN 
3052 ORUjARD DR. 
SAN JCEE, ai 953.34-2011 

LASEWIGHT -IEs, INC. 
ATIwMIaGmlP~ 
3mcrNIvEasITyBLm., #MO 
WINrER PARK, FL 32792 

LXEFSICXI! mIEs, lx.. 
A!Im:sAM MIRZA 
3300 lJNlmFsm BTm., #MO 
w.m!ER PARK, FL 32792 

510(k) m K990718 

Fl!Kxm Iu3 : 803-243-9384 

510(k) ND: x003147 

PH%E ND : 408-943-0636 

510(k) ND: K990227 
HP%JE ND : 407-67a9m 

510(k) N3: KOO1144 
mm m : 407-67a9900 

PO Box 4341 
CRX'KN, MdI 21114 

LE1CAMJ.m SYrnL?D. 510(k) No: KOCO707 
mSUSAND GoLDsrEIN-= PHSJEFD: 516-482-9001 
55InKrHEmBLvD. 
ksuIm200 
GREAT NECK, NY 11021 

LEsLAEmA!mll3Es- 510(k) m: KC03161 
f--c) crBmmLENsmDAILYwEAR(cLEARAND~ 

ATlN: JCHNMSZABOCSIK n33a m : 312-553-0828 
203 N. iW?ASH, fSUIl.E 1200 
cx-rmm, IL 60601 

-, S.A. 
ATmJcsqgIM EcauAtm 
FwLImcANswER, 11 
SANTANDREuDELABARca 
-1 

510(k) ND: K.994074 
?Z-ENE N3 : 34 93 6532011 

DEWICE:URANUS, -LAsERsYm 
SE DEcISIc%v MADE: 29-JuN-2ooo 
510(k) SUWARY AVAlIABU FFXX FDA 

SBDECISICNMADE: o&MAR-2000 
510(k) SUbMARY AVAIUUKE FEm FDA 

S?XDECISICNN'iDE:l5-DEG2OOO 
510(k) SUM-WY AVAIUBLE FXM lWi 

DEVICX:ULlmSMpFZ~ 
SBDECISICNMADE: 31-&W-2ooO 
510(k) SMGRY AV7UABlX IXM FDA 

510(k) SUMAm Am Ffirm Fm 

DEVIU3:AMBIDEFMpowDERFREE~ ~CNCXLYVES (VI-, BLUE, G 

SBDEx;ISICNMADE:O9-EEB-2CW 
510(k) SUMMARY AVAIL&WE Fm.f mu 

DEvICFi:Imc7icmEcsam 
SEDEZISICNMADE: 27-JUN-2ooO 

510(k) SUbMARY AVAIIABLE FRX EDA 

DEVIC!E:ESSTXHMULTIIMRIC ASFWFRIC(mn) (HImB)W 

SEDIXISICNMADE:15-DEC-2ooO 
510(k) ,stJWXW AVAZABLE = FDA 

DEVIC'E:TFtl-B&U 
SE DECISICN&!ADE: Oa-JUN-2ooO 

510(k) +STAmGm 



~ADDREssLIsMNGFcRm~- m (SE) 510(K) SUM@WES OR 510(K) m 
FcwFTNALDECISICNSRENDEREDDDRItC'I8EPERI~O1d-AN-2OOO -3l-DEG2000 

LIMEmc!& TIEcHI\xBzx=IEs, INC. 
ATIN:I?lTxlEMANN LI 
4AFuelxmRD. 
tsiYE!Lm, CT 06484 

510(k) &Kh KO02413 
FKBlEIKl: 203-944-2800 

Pqe 199 

DEVICE: ULTRASORB i3umRE?- 
SEDECIS1G7MADE:19-SEP-2000 
510(k) SObWRY Am mX,f FDA 

r.Jmxmx INIL., INC. 
ArIN:JEFF JTASOFF 
4235 -DR. 
I5Tcamm, TX 77477-3995 

Lzmx2mmmIN1z.,Lm. 
ATINzRICHARDAM 
a4llPYmRD. 
m INTBEHlILs, IL 60102 
.r - Bmmxm, INC. 
ATIN:- ANom 
3515 LYMAN BLVD. 
-, m 55318 

LIlVUXGBICMEDIcat,INC. 
lMpLAnrrsYm 

ATm:clziRam AND- 
3515 Ts!AN BT.88. 
aima, MN 55318 

LIlmscm, m. 
A!mu:MARY EtmNmEN 
loo0 GIBRALTAR DR. 
MILPITAB, CA 95035 

m-m, INC. 
ATm:JAac - 
510 m LcoP, izxJlm 101 
msrmus,ma3854 

LIGHl!FQw3E TFIEfwY, INC. 
mIcrM- 
17725 GEESE CT. 
PAYm?,a3aOa31 

ATIRLAORA SENEFF 
11311 axfcmT BLVD. 

510(k) NDr xoOrl29 
mm3 m : 281-491-66m 

510(k) m: K000987 
mm m : 815-477-1290 

SlO(kj iW: K993894 
PIXElEm: 61236a-6324 

510(k) In K994205 

PiTBlEm: 612-36a-6324 

510(k) m KOO1441 
pIQ3NE No : 408-263-9789 

510(k) m Ko610 
PFKNEIW: 208-457-9409 

510(k) m ml179 
pEJ3NE No : 719-749-2974 

510(k) m KS93885 
PI-Km ND : 727-392-6464 

DEVICE: pI@DLcm, mm PL50, PLloo, PLl50 
~DEXXSICNMhDE:O6JUL-2ooO 
510(k) siT%mmm 

DEVKEVFSS I@GER,MmZSIS-300 
SEDEXXSICNFADE:01dJN-2000 
510(k) S'XE%Nr 

DEVTCE: - -SINGLE= -sYsrEM 
SEDEXXSIoNMADEt: Oa-NAR-2CCIO 
510(k) St&MARY AVAIIABU FXM FDA 

DEiVICE:MXUZXWI~OF~D~ SlNXES!CXE(RDS)TPSDENJ!AL 

SBDECXXNMADE: 29-FEB-2ooO 
510(k) m A= EFxX FDA 

DEWICE:iWIURN~~~~SrRIP 
sEDEXXSIONN!XX:1a-DE&2OOO 
510(k) SLIMMARY AVAIL,MW FE7cp InA 

DEVIC.E:IXFXEUXW~~ 
SEDECISICNN?iDEi:21-JuG2CQO 
510(k) SUbWiRY AWGTABLE IYFCN FDA 

DEVICE:SUPER~,A&uBEAM 
SE DECISION MADE: 27-OCi!-2000 
510(k) ,sM!mmm 

DEVICE:UL~~E 
sEDECIS1CNM?!DE:1CHEB-2000 
510(k) f!XWARY AVAILAFU FXM FDA 

LAEO, FL 337734908 



16dAN-2d. 
Page200 

-m. 
XTNtLAURADSENEZF 
11311 ozExm?T - 
LARD, XT.8 33773-4908 

510(k) No: KO02523 
l3-KNE m : 727-399-5234 

LoEm-, INC. 510(k) mz K00l428 
ATIN:DANIEfiJMNtEXLI Pf=KN ID : 202-261-1040 
2000MSTREET(#700) 
VZsBmXm,DC20036 

LCXDB-, INC. 
A!JilRDANIELJMANELlX 
2000 M,5TSBkC (#700) 
MMHmXCN,DC20036 

iiZ&ARDWwEIM 
344-PoINrRD. 
B,MAO2632 

ILNECN---INC. 
GJKmTc t-E) 
mINzBEwmYLPt.GH 
P-0. B3x 8308 
2926 fIsXDMBIA HI- 
DcIMAN,AL36304 

IlxGBEs (xIAMEN)Bwsm.,Lm 
ATIN:- LIN 
ND. laa-mmsT 
SHIAUKANGDIST. 
IQ==-, 

510(k) NX KO01964 
PI-DE NO : 202-261-1040 

5lOjk) No: m94028 
PHSNE ND : 5Oa-7716777 

510(k) ND: K991677 

ET?aE M3 : 334-702-2213 

510(k) No: I693847 
FFENE ND : 773-327-2054 

SDSmsT (XIAMEN) BAILS Co., Lm 510(k) mz K993849 
zflTN:m LrN F'KNE ND : 773-327-2054 
m. iacfmvmsr 
sHIAuI(ANGDIST. 
--, 

LPGUSA. INC. 510(k) m I(990445 
Blmlm- 

. , 

AllTN:- - ETENE NO : 954-569-5005 
3101b%xcFl FED= HWY. #301 
FoKcLAuDERDALE,FL33306 

ISI m., INC. 
ATI!N:JAMEscIANEs 
aa49EmD 
wEFUANOPZGK,KS 66214 

510(k) NZ x002390 
pr33E M-3 : 913-894-4493 

DEVICZ:~DRIVESYSTEM 
SEiDJiXXSICNMADE: 06-CCT-2000 
510(k) SUbMARY AVAIJABU FFXM FDA 

SEDECISIONM7+DE:26-MAY-2~ 
510(k) SU-MRY Am JXM FDA 

DEVICE:OPMMUM~, DISWAND -wm 
S?ZDEZISICNMADE:1&JuG2~ 
510(k) SUMEtY AD FXM ZDA 

DEVICE: FLIFOXEN3i-~~ 
SBDEXXSICNMADE: 12-JAN-2000 
510(k) STATEMENll 

DEVICE:~SKINDESIDElMAMGLCIVE,~BI~D,~~DIA 

SEDECISICNMDE: 12-AE%2CG0 

510(k) SIXmimT 

DEvxcmTEHux.s,vINYL,~~,P~ ExAlmwma- 
SBDECISICNM?iDE:1a-JAN-2000 

510(k) im%rEmm 

510(k) i%mImmr 

DEVICE: LEG DC! -, MmELS-ES1,-cm 

SEDECISIONEADE:1a-JAN-2ooO 
510(k) S Am FRX FDA 

DEVICZ:~~ TRAcrI~~400,401,4OOH,40lH 
SE DECISION XADE: 02-M.YV-2000 
510(k) SUMGFY AVNLABLE FFXM FDA 



x&m-206_ 
Page 201 

ATIN:cINDY E!izsmA 
l35L7ua+?xRE3ms(xTM 
# 250 
-, PA 98033 

-, INC. 
IG'IN:JaSEFIIMW 
2810 VIACRAtCZ WC, SIE. E3 
EJS!RIE VATIEY, CA 91978 

I.lJNARalRP. 
ATINzJA?lESPlvwux 
726 BEWDAND 'IPAIL 
MADISCN, WI 53717 

LuNARoc%Ip. 
A!rmJAMEsPRASras 
726 HEAKEDD TRAIL 
&!AD1m, WI 53717 

LuInRoc%(p. 
ATIwJ7aESPRxmB 
726 IEimUAm TRAIL 
MmIScN, WI 53717 

lxJNEw-IESA 
ATIlN:- FEEL 
BP 252 
CHAfiTREs CEDEC, 

LYoDErm., INC. 
i+frmzrnLcHILD 
4727 - DR., 
l3TDA A, SUITE100 
EL PASO, !lX 79922-1011 

MTlcmDA- aJ.,LTD. 
zlTIN:GE2iIm KANAI 
13-8,B -, 
EluNKYGKu 
Iu%cJo, 

-, INC. 
A!lllN:FLOYDG- 
4329 GmirmJ IMAD 
SANDIEGO,CA92130 

510(k) m: KCXXB97 
PEKEEIUD: 425-822-3310 

510(k) Iu3: KO02566 
pH3NE ND : 619-660-5410 

510(k) m: KOCXJ826 
FFDEIW: 608-826-7425 

510(k) NJz fax)1756 
Pi-KNE NO : 608-826-7425 

510(k) m KOOl8l.2 
PI-KNEiIW: 608-826-7425 

510(k) m Kool261 
pE33NE ND : 330 237 252525 

510(k) ND: KOO1115 
PIESVE No : 915-833-3377 

510(k) No: K993568 DEWIC'E:I%CHlDA~ IElJxGm, mELs NExJ-4, NEu-4L 
FtXNl3 CD : 339 462 621 SE DECISIW WE: U-MAR-2000 

510(k) M% K994158 
PKBEN3: 858-792-1235 

DEVICE:Z0KtRANDEXJCi'W 
SE DECISICH WE: 07-SEP-2ooO 

510(k) SUMARY AVAILABW FRX FLZi 

DEVICE:LWRLITEUJRELIGHl!,NDEL2100 
SEiDECISICNMADE:19-OCl-2ooO 
510(k) SUM+RY AWCT.AEW FRX FDA 

DEVICZ:PFQDIGYLATERALVlEWfXWIWX% 
SEDECISICNMADE:14-APR-2000 
510(k) t+XBMFU AVAILABM FRX FIIA 

DEwIc.E:mNARREKm!GEzawzmII 
SEiDJiCISICNM!iDE:O6-JUL-2OCO 
510(k) SU+lARY Am FRX FDA 

DEvIa?i: PEDmc-DATA 
~DECISICNMADE:~O-JULF~OGO 
510(k) SCMAFtY AVAITXW FIMM FDA 

DEVICX: L720 -acHAIR 
SEDECISI~MADE: O&JUN-2000 
510(k) fTM%MmT 

DEVICE:ULTl?AcNMETER~ 
SE DECISICN MADE: 17-MAY-2CQO 

510(k) W 

510(k) SUMN?W AVAILMXE ??FXN FDA 

DEVIC.!E:~~sHEFT 
sEDEtCISIcNMhDE:24-JUL-2000 
510(k) SLWWY AVAIIMLE FEmiI FDA 
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MAc97opcwE, INC. 
ATlNzKENWTHK~ 
674OTOPGUNST. 
SANDIEGQCA92l.21 

MlicmpoRE, INC. 
TXll'IW IBINEZHKKLEINHESIZ 
674OTDPGUNsT. 
SANDIEGQCA92121 

MADAMEDIc7iL E9xxozs, INC. 
z-srlm-WADAM 
625 - AVE 
-, NJ 07072 

MT+lxim-c!s, INC. 
m:JIM BEmmxN 
56cQFamNDRD. 
MmNEmaA,MN55343 

Mm?SKMmcaLA/s 
m:- LYa?s 
l2744SANFlimmNmIMAD 
-, cA9l.342 

MENAl?OKPIS~. 
A!rI!N:m wEw3uJD 
l3606NE2OmfixmEiT 
-, WA 98033 

M?Jlsrm-mus 
m:REzA JziLmms 
73OlTIFTHAvE. YI'HFLacw 
NEMYcm,NY1cxx9 

M?LlmlxmLITY-, INC. 
ATIN:= +!zcmFiISS 
18206 MNCZ CL'. 
I3xJsum,TX77094 

-m. INC. 
s~mHypaDERMIc- 

A!JTNzMIa-mFLLGAMBLE 

510(k) m: KOW696 
PHIEND: 858-45%0900 

510(k) m KOCXY392 
H%BJENo:858-458-0900 

510(k) m: IV302943 
FIDIENO: 201-460-0454 

510(k) ND: f(oo2200 
F'lCNE NO : 6l2-9304416 

510(k) m: x002138 
FiSXE 1u3 : 818-362-5958 

510(k) m KM)2044 
Pi-EXE Ml : 425-747-9851 

510(k) m: K992911 
Ft%NFaNo:888-624-7846 

510(k) ND: K994185 
Pf-DlENO: 281-398-9365 

510(k) m KO02569 

PIENENI: 800-282-5652 

DEWICE:M7+GWF0REMXM?iNDIBUMR~CNSY~ 
SE DECISICN WE: 19-ocT-2000 
510(k) ,SDMARY AWILAFiW lWM ?mA 

DJiVICFa:MAC2W~XDI~SY~ 
SEDEZtSICNMDE:2‘Z-JDN-2ooO 
510(k) SWGRY Am FF0l FDA 

DEVICE:W&EUBGR, MEaaNIaLSExuBsmm3100 
SEDECISIONMADE: 23-OZC-2CKXl 
510(k) SWI!EMm 

DEVICE: c!wELTA 
SEDEZLSICNFADE: 25-AUG-2OCO 
510(k) ST&NARY AVAIIABLF: ERm FDA 

DEVICZ:PARADIGMSIUKmITE, z.EmXS m-377, 378, 379, 380 
SEDEZISICNMADE: 29-AW-2OC0 
510(k) SD&MARY AWULAEEE FRx mA 

DEVICEZMFGNAFCBC~~SO~DIB~~TICKI'I 
SEiDECISICNMADE: l2-SEP-2OGO 
510(k) SUMAFtY Am m FDA 

DEVICWtGAGTIMRApID 
SEDEXTSICNMRDE: 07-J2W-2000 
510(k) SmmdEm 

DEVICE:MANUAL~ 
SEDEXZISICNMADE: l3-JAN-2ooO 
510(k) smmm?r 

DEiVIC!E:B INSOLINsyRIIw3EsAND~S~SEINSULINAND 

SEDECISICNMADE: 12-DEc-2ooO 
510(k) SUMdARY AVAILAEU FRZM ??DA 



-ADD~LI~~~RBsuBsITwI’IALwI 
FUR?fINALDEXXSIoNs 

EQUWUNT (SE) 510(K) i!mNmmS OR 510(K) m 
FacsmmDDuRING~pERIoDo1JAN-2m !WRCUGH31-DMr2000 

MALI-Tm-ILlD. 
m: ABASIA STEIN 
FOB454 
GRKYI' -, 

510(k) CQ KOO1162 DEXtCE:GOLDF'lXERDEiVICE 
pH3NE m : 972 972 0673 sEDECIS1ONMADE:09-AUZ-2000 

510(k) SUbMFY Am FFuX mA 

&w.JmDMED1m,INc. 
xlTN:a PEAFEm 
20268 SKYPARK DR. 
REDDING, CA 96002 

510(k) 1\x): Koo1609 DEVICX:MALLX?DAIROXYGEN~ 
PI-DE ND : 530-226-0727 SEDEXXSIC?NMADE:1O-Au;-2OOO 

510(k) SWtGRY AVAIUGIE l?Faf J!DA 

- DAR S.R.L. 
lY.l'IN: GIUSEPPE 'lIM?!SINI 
VIAG. B3.E. 2/4/b/8 
41037 Mnemi; . 

510(k) m K993268 DEVICE:~DARHEATEDWIFG~J~RE~~R~JIT 
PH3E IW : 011 390 535617922sE DECISION MADE: 19-APR-2000 

510(k) SCMARY AVAIIAEU FXad l?lB 

W DEVELOPmBW FRANCE 510(k) mz IUXW-45 
m-m FWZBEND: 333 834 48500 
10ALTJBpELtETwm1SY 
--, 

w, INC. 
llsnmEaINNERc4NNuLA 

510(k) mz KOO3315 

IllITN:JAMEsc!~ FFKNEIW: 636-498-3431 
3IasSamI RESEARSHPARKDRIVE 
s!c.-,m63304 

MAPME3xzINrEmNx J3JRARzT UND PA5lO(k) m x993094 
m:'x%tsTENm- 
- 16 
-, 

M?C'APRFESSICBJAL 
m-m ttaNa3Ez 
-SAL- 
- 947 cm. IA - 
SAL- Oim-I, 

lK$lE~NO : 498 989 518723 

510(k) No: K994l.24 
lFW3Em: 011 528 4170030 

MARomIMEDIc7&SY~ 
ATlNzELAINEiKKEEZEB 
595 MINER RD. 
HIGHLANOHEIcixTrS,m44143 

MrwmIMED1msm 
A!ITNz~LnJmcY 
595 MINER RD. 
HI~~I~,oH44143 

510(k) m KOCO310 
PEKNEIWD: 4Jlo-483-5591 

510(k) Ia KOO1088 
FKNE I'D : 440-483-3528 

DEWICF,:~, czcaxNIm418s 
sEDEXXSICNMADE:O~2OOO 
510(k) SUMMY AVAUAEXE FIXN FDA 

X-JAN-2ocI. 
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DFXICFzSHlIEY ~XLTEXTENDEDIEWIH~TUREANDD 

SEDFCISICNFADE: 08-XX&2000 
510(k) SUMW-BY AVAILAEU FFCN FDA 

DEXtCE:IXERMXI~ 
SE DECISION MADE: 23-ocT-2OCO 
510(k) SUbWARY AVAILAEW FFUX IBA 

DEVICX:~FCNDEX-FREE -~mGLuvEs 
SEDli?XXoNMDE: ll-AIX-2000 

510(k) SUMFARY AWCL?BLE lX%f l!DA 

DFXICE:WYXER6.OtXFtMGEOFTI~ 
SEiDECISIONMADEi:15-FEEi- 
510(k) SUMFARY Am FXBf FDA 

DEvIcE:uL~IMcrsYsTEM 
SEDECISIONMADE: 22-JON-2000 
510(k) SU-NARY AVAILXUi FECM FDA 



-ADDRE9sLImmm-y 
FQRFTNALDExxsIm~ 

tf=) 510(K) 
DuRlxmpERIcgo1-JAN-2000 

- CXI 510(K) m 
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MARamImIcALSY~ 
ATIN:DuANFl PEiAscHAN 

510(k) m: KO02415 
ZKNElm: 440-483-5743 

595 MINER RD. 
HIGHL7+NDHEz~,oH44143 

MmaxIMEDIcazSY~INc. 510(k) m: Koo2005 
ATImFrJBERTL~ PI-KNEltKl: 440+%3-3528 
5595 MINER IMAD 
HIGHLANDHEIGms,a-I44143 

&lARmIm(=oNI1u;TLENs~~ 510(k) ND: KO02647 
AcrLENs 
ATIN:M7iml.N DATsm PIDEED: 970-243-5490 
623 - DRIVEi 
GfUNDJuN(;T~, 0381503 

M?Gu.NE- Ti%XKEGIES, INC. 510(k) 1\K): KCX32550 
ATlmsEI1I;10 -mm- 
107 WiTER ST. 
-, MA 01923 

l4hRmmzpERmMsmvEs 
NTNzJIMlIEDWILXN 
6565 146M AVENUE 
-, MI 49423 

l4?aTINul?AM, MD 
A!rm:l4mTrN UFaM 
39SYCAMXFnAVENUE 
m SIIVER, NJ 07739-1208 

MiRUKCND~C'S 
A!rl!NzGREE- 
3722 AVE. SAU,YGI!JU 
lmnNE, cl 92606 

pHcL;IE’ ra : 978-777-2950 

510(k) ND: KOOO414 
ET-KNEIm: 61C335-0405 

510(k) m KOOO638 
PHlpvE m : 761454-3379 

510(k) m: KOW192 
HJJNE m : 732-530-6762 

510(k) No: K993941 
FB3NE N3 : 949-262-0411 

MAEEKSE (IUS=, R&D. & SUXT 2510(k) MX KM2104 
A!rm: MAlamsE (XTSIMANO Pi-KlNE m : 954-578-6884 
7481w. QAKLANDPARK&vD. 
# 305 
FT. r.ADDm, FL 33319 

DEVICEi:~35OOF'McW 
SEiDEC!ISIoNMRDE:18-AUZ-2COO 
510(k) SUMAEtY AtUU+ELE FTXM FDA 

~DEVICE:EXUJS%ODL‘IRA 
SE DECISICN MADE: 22-SEP-2CXXl 
510(k) StMlARY AVAILMLE FFUX ZDA 

'DEVICR-~ LENsmcE,m- T-lxwEDsoFrm 

sEDECISICNMADE: U-SEP-2000 
510(k) SCMAFtY AVAILWLE FRX FDA 

DEWICZ:RDHF%4WXE 
SEiDl?CISICNMADE:2O-DEiC%2OCO 
510(k) fxWF!mm 

DEVICEi:MEDISULDI,SlXGWE~~~ 
SEiDEXXSIoNMADE: 0pAPR-2000 
.510(k) SlMlAFU AVMLABLE F'RX FDA 

DEVIC3%RESECNDEB3ooO 
-SEDEC!ISIoNMADE:3O-cCC-2OOO 
.510(k) SIBWBY AVAIIXKE FFXM J?DA 

"DEVICE: E3 MI- lsEmEsoFlRsERsAND- 
SEDECISICNMADE:1O-APi-2OCO 
510(k) SU#AFU AVAILAEU FRX IXIA .:r 

~:.DEVICE : W?!S 
SE DFCISI~ MADE: 02-M&R-2ooO 
510(k) SATWENT 

510(k) ,SUhNRY AVAIUBLE FRX FDA 



. 
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lm!xFmB- sm. m51O(k) hx): KOCO377 
ATm:YEm SESIGGUAN ti’m : 605 357 1949 
lLADAtGPINJI.BAHIy3IANm. 
IalmJm KEFAhm, 
IKH, PERAK, DARDLRIDzcJAN, 

MASPD OIP. 
M'-ADULT/~IRIIRICDISRXAE&E 

510(k) m: KCXXX26 
SENmR, MAsm LID-PiYr-PEOIA 

A!LTNzJAMEsJcXNIN pH3NE Iv3 : 949-250-9688 
2852 KEWIN AVE. 
IRVINE, Cl4 92614-5826 

MAslm axP. 
SOF&SENSXSANDW 
ATINzJNBSJCPfXl.N 
2852 KEWTN AVE. 
IRVINE, CA 92614-5826 

510(k) m: KM32477 

PI-KRE No : 949-250-9688 

M75sm OXP. 510(k) In KOO2574 
soFsmSuRSANO~,~mIw)Icat,~-m,~-m 
MIWJAMESJCRXIN FT-KNEND: 949-250-96-88 
2852 KELVIN AVE. 
IRVIN!& CA 926145826 

MAsIM3 a2RP. 510(k) ra Koo2682 
EANDIMl?SERIEiSC?F 5iENxRsmcagLFs 
A!I?IWJAMESJCXNIN Flxxw m : 949-25cL96.88 
2852 KELVIN AWL 
lIZWINE, CA 92614-5826 

MA!Ym OXP. 510(k) No: KO02751 
SOFfSENSCSAND- 
ATINzJAMEsJCRXIN F?-KmE No : 949-250-9688 

, 2852 KELVIN AVE. 
lIlWlBE, CA 92614-5826 

M7isIM3 ox?. 510(k) m: KM2939 
EANOLNXSERIESOFSEWZ@SOXIMBER 
ATIRJAYESJCRXIN FT-KNE m : 949-250-9688 
2852 KELVIN AVE. 
IHVINE, CA 92614-5826 

z.!lwM3 aRP. 
SOFSENXBSANDCXLES 
ATIWJAMESJCXNIN 
2852 KELVIN AVE. 
Il?VINE, CA 926145826 

510(k) ND: KO03167 

PKNEiND: 949-250-9688 

DEVICE:Z!ASIFKMBR-ERlBPX'lENl!lWMDGTI~~ 
SEDFCISICNMADE: 09-JON-2000 

510(k) SmTEMm! 

s,EDJiCISIONMADE:14-API-2ooO 
510(k) SWMWY AVAIIAEW FRX FDA 

SEDECISIONMNX: 08+EP-2000 
510(k) SOWARY AVAILAEW ?ZRX mA 

DEVICE:MAsItBSEXRADIC?iLFUUiEtOXIMEBRWlm -AND-m 

SEiDECISICNM7UX:06-SEP-2000 
510(k) tX&MARY AXtXWBIE = FDA 

sEDEXXSICNMADl3:13-SJZP-2000 
510(k) SUWiRY Am FFsX FDA 

DEVICZ:MASItQsGTIwIICZLPULSEcXIMEmRwIM SWSHAREANDIluDPSERIE 

SEDEXXSICNMRDE: 05--CCl'-2000 . 
510(k) aSU@ARY AVAILAEU m l!DA 

SEDECISI~MADE: 06OZL2000 
510(k) SWWARY AVAILAEU = !GDA 

S?zDExxs1cNMADFl: OELNW-2000 
510(k) SutieiIAfiy AVAIMEiU FXM FDA 
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MASW axP. 510(k) m: KO03244 
EANDLNOPSERIE!TOFSENSORS ANoclFlmEs 
RI'INzJAMEsJcfMNIN piDlI3 m : 949-250-9688 
2852 KELVIN AVE. 
IR??INE, CA 926145826 

M?!sslE--, INC.510(k) In KOOl275 
A!rIN:m MASSIE Pf-Km I93 : 925-560-2465 
6761SIJmAC!r., ,!ixnTEE 
DLJBUN, CA 94568 

M7cmmrnLrn. 510(k) m K992854 
RMN:JuANFERMINDo S FFDIEND: 305-888-6557 
7150 N.W. 72 AVEi 
MIA&E, FL 33166 

-MFG.sDN.BHD. 510(k) rx): KOCXXJ85 
IiEELlXCLAIM(5OKt-OR~ 
ATIN: Kc&m KN PH.XE~: 703-941-7656 
6324MmI'ImHxrsE~ 
ALEXNIDRIA, VA 22312-1718 

MATsusHI?a ELEI!RIC OXP. OF AMERI5lO(k) 1\x): K991458 
A!Il.REXXGBDME@SIlX PIENEW: 202-737-0500 
1730 PEIWSYL- AVE., N.W. 
~,Dc20006-4706 

M?lxHmL. ax?P. 
A!IlN:LmI!3 w4RD 
4655Ictmamm 
BOUIDER, 0380301 

510(k) m: KOOl252 
FXBlFbIW: 303-530-3279 

t-mxxIMm1a 510(k) IUD: I(002933 

A!rlN:pwIE - 
308GmxxSTREm 

. I 

PHIEm: 864-369-7391 

mxxIMMEmaL,lm. 
AmN:Fc4TLJE SMnaARD 

510(k) m: ml343 
FB3lE ID : 864-369-7391 

308amFaST!REEr 
I-K&E PXH, SC 29654 

MDS 510(k) m: K992727 
RMNtSUSAND -IN-FlsLK = No : 203-431-1511 
55I%xmERNBLvD.,~200 
NEW YCRK, NY 11021 

DEVIC%MJ3IFICXICN'IO&BS~SEZ'FfADICALPULSEOXRGTERwIMspLcsHAR 

SEDFCISIONMADE: 08-m-2000 
510(k) XQ#ARY AVAILAHX = ?X)A 

DEVICZ:FGiX74411 
SEiDECISIoNMADE: l3-JD&2000 
510(k) SllATEMENll 

DEVICE:ARMFICI?G~'(XBYLICTlZYH) 
SE DEXXSICN FADE: 07-FEE-2000 
510(k) zXA!mmm 

DETVIC.BMATAtXiKX+DEnEDIATEXP~ Ex7amwTcNGr-L3lEwrIH~INL 

SEiDEXXSIONM?iDE: 24-APFt-2CGO 
510(k) txwmma 

DEYICE:MECAWiUSI'EiUXD~ MEmR,l-rmELm43ANDmELEw254 
SEDECISICN~E: lO-APFt-2000 
510(k) SU+?AFUAvAIIABLF:F'RXFDA 

DEtVIC.E:MAXHE&THWdEEBRR, MXEL m-8631, m-8621, HE-8651 
S!XDEZISIoNMADE: l2-JUN-2000 
510(k) SIRDBBV 

DEVICRfXERILE~ICARF, fcxNmnxc~m~~m-~~I~ 

SE DJXISIokJ MADE: 19-a%2000 
510(k) SUbBT@Y A- FRBf EDA 

DEVICJQEODERMICPFpIIwDER-FREESURXCZU,GLmES 
sEDEcIs1oNMADE:12-JDN-2m 
510(k) iYmmm?r 

DEVICZ:TFlEBI-DIRECMCNALSPIFGiL&EFoXYRXTCANALcXMENFSY~ 
SEDFiCISICNMADE:B-JAN-2000 
510(k) SOmARY AVAIUEU FRX FDA 
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MEoAMIals, INC. 510(k) m KOC0824 
AlXN:DENNIS MADISCN PI-Km ND : 6X2-559-2613 
15301 HWY. 55 WEST 
ms, MN 55447 

MEDARTcmP. 510(k) IQ: K993815 
XCJNJANKENENGRG ti'MJ:858-350-6066 
11772 - VATLEY RD. 
taITEi240 
SANDIE%X,cA92121 

MI3DAm!ocwp. 
XITN: JANKENEM%RE 
11772 - WLLEY RD. 
ziaITE240 
SAND~,c3i92l21 

510(k) m xooO503 
PIXNEim:858-350-6066 

MEcxmIta, INC. 
mAL wE1n 
19526 EMI! LAKE DRIVE 
MIAMI, FL 33015 

510(k) rx3: K994232 
PI-KNE ND : 3054293437 

510(k) SQ KC!03110 
ATIWFURENXACZXNXKI PI-DJE hlD : 215-256-4201 
1499DELPDRIVE 
H?BLEYiWULE, PA 19438 

MEDEFIL, INC. 510(k) tX& K993515 
lMLFILLIN3MLzsxRImE IL;lMLF'ILLIN6ML,sYRDCEL 

m:mEEP - FFKNEim:847-895-3000 
492 LUNT AVENUE 
-, IL 60193 

MEDEFIL, INC. 510(k) NJ: K993518 
lMLFILLIN3MLfxFuNx IL;lMLF'ILLIN6MLSYFUICEI;t 
Im?s:PRADEEP - ET-ma No : 847-895-3ooo 
492 LUNI' AVENUE 
-, IL 60193 

mEvIm, INC. 
ATIl'TzMICfECEHbCX0LKA 
FOB-x848 
Gl4iY~,IL60030 

510(k) 1u3: K993358 
PJTKNENO: 847-856-0355 

MEDEX, INC. 
ATIN:c7YlI-E cl.ammm 
625OSHIEFb~RD. 
DUE&IN, OH 43016 

510(k) ND: KOW328 
FiEW ND : 614-791-5412 

DEvIm: ss ILtcFalm, mEL 10383-xXx 
SFeDECISICNMADE: U-APR-2000 
510(k) sIXmm?r 

DEvIcE:uNI-LASER430 
SETDECISICNMADE:ll-MM-2000 

510(k) s.mmmm 

DEVICX:MEDAKC52OcZCCUNGSYSTEM 
SE DECISION MADE: l5-W!Y-2008 

510(k) +YWIWEW 

DEvIcE:PfnImamFIxATI~sYsTEM 
SE DECISION MADE: Ol-MAR-2OC0 
510(k) SIRWiRY Am FF0f FDA 

DEVICE:MEXXMPBICMZXlXQCWETERLINE 
sEDEms1oNMADE: Ol-DEc-2000 
510(k) SDMNtY AWCL?GXE FfdcM EIlA 

DEvIa: MEDEFIL’S lalRM&L SALINE FLUSH lsYRImE, INVARIouSFILLs1zEs- 

SEDEXZISICNMADE: 25-FEB-2000 
510(k) a‘sWmEm 

DEVICX:MEDEbTL'SHEPAFUNI.V.FLUSHSYRIIGE, INVARIcusFTLLs1zEs- 

sEDECISICNMADE:X&JUb2OW 
510(k) ix@mNEm 

DEVICE: SI- oPERATIcNINDI~,mELSS3o1 
SE DECISICN MADE: 15-M%&2ooO 
510(k) SDMARY AVAILMLE F'RX FDA 

DEmcE:MEDEx3oooSEmESm crxmama~INEusImpuMp 
SEDECISI~FADE: 09+AY-2CGO 
510(k) SUMbl?W AVAILWLE FFCM FDA 



nADDREssLImmmRH- 
FoRFINALDEL!ISICNS~ 

EQBXUNT (SE) 510(K) SUWARBS OFt 510(K) SIMBBNB 
DuRIw~moDo1JAN-2ooo THECWH31-D~2000 

1-2oL, 
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=IUJLTA/S 
NlNzXNALDGLErXWDI 
9915 aM. a-Jmmxm 
SAN DIEGO, CA 92131 

MmIuJLTA/S 
A!!?lMRXALDGLECNARDI 
9915cw.(xmlMxu 
SAN DIECQ CA 92131 

MEDI-ULTA/S 
ATI!NzFCNATBGU%NARDI 
9915aM.m 
SAN DIEGO, Ca 92131 

MmI-c.mIT &'S 
ATINzlxNAT.D~I 
9915c.ml.a.aRmxm 
SANDIELQcA92l.31 

MEDIUJLTA/S 
m-G-1 
9915a?M.czmuMxm 
SAN DIEx;o, Ca 92131 

MEDI-UJLTA/S 

SANDIEU&cA92l31 

mIUJLaTA/S 
ATIWlXNAT.DGJXfNARDI 
9915 CAM. cHlRmxm 
S?JNDIEGo,C7+92l31 

MEDIUlLTA/S 
ATINzRXATBGLEXXARDI 
9915c7m.c%lmmxm 
SAN DIEXX), CA 92131 

MEDI-anrrA/S 
ATTNzFUUQXDGLXtVWDI 
9915cAM.a%RlxmA 
SAN DIEC0, CA 92131 

Mm~A/S 
NuMEms (low 

ATlWHX?&DGLElOMIRDI 
9915 c7m. D 
SAN DIEGO, CA 92131 

510(k) m: K99l.279 
FKm m : 619-586-0751 

DEVIC.E:MEDIXlJLTuNIvERsAI, IiYFwIuM 
SEDECISICNMADE: 2O-JUL2000 
510(k) SUMUhRY AVAIIABM ERX FIlA 

510(k) m: K991327 
PEN3 583 : 619-586-0751 

DEWICE:MEDI-CULTFUJSHINGMEDIuM 
sEDEC!ISICNM?tDE: 04-MW-2000 
510(k) SUMAFtY AVAIIAEm FRx FIlA 

510(k) m K991329 
Hx3NE NO : 619-586-0751 

DEvI(3E:~I-(x1LTpvPMEDIuM,MEDI~TpvP~~~E 
SEDECCSICNMADE: 25-FEE2000 
510(k) ,SBNARY AVAILAEW m FDA 

5iOjkj m: -K99l330 
PHXENO: 619-586-0751 

510(k) m: K991331 
PHXUE m : 619-586-0751 

Djmia:mIaTEp~PARAFFIN 
SEDECISICNMADE:25-FEE2000 
510(k) SUMAFtY Am FXM FDA 

DEVICE:MEDIXULTM3MmIuM 
SEDE%XSIONM?&X:2&JUN-2000 
510(k) m Am FIMM FDA 

510(k) n K991332 
PHXE No : 61943364751 

DEVICE:MEDI-CULTSPERMPFW??cN-MEDIUM; 
sEDExxSIcNM?cx:O4-mY-2000 
510(k) SUMMY AVXLABLE IXBl FDA 

510(k) m: K991333 
R?3m ND : 619-586-0751 fXDEXXSICNMADE:28-FEE2000 

510(k) StBNARY AVAILXKE FRX FDA 

510(k) No: 1691334 
PKWE NO : 619-586-0751 

DEVICE:MFDIUJLT~; 
SF,DEX!ISIONMBDE:2OdUN-2OC0 
510(k) SUMlAW AVAIUBIE FEMM FDA 

510(k) ND: K991335 
Pi-Km?, ND : 619-586-0751 

DEVICE:MEDI-UJLTl?REEZ~&THAWlXpAcxs 
SEDEX!ISICNM?d)E: 28-FEE-2000 
510(k) SDmARY AWULAELE FXM FDA 

510(k) In K991470 DEVICE:MEDI-CULTACIDIE'IEDTYFCBESmlxJI'I~MEDIuM;~~ 

PIDENO: 619--751 SE DECISION MADE: 07-MAR-2ooO 
510(k) SUMARY AWUIAFCE l?XBl FDA 
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B&CX7LTA/S 
G IKNEEX (1012, 1015) 

510(k) fJ0: K991471 

ATlNzFCMLDGLFCNARDI pH3NE ND : 619-586-0751 
P.O. ECX 262069 
SANDIEGO, Ca9219&2069 

Mm1-amA/s 
9 

510(k) ND: K991472 

A!l?l%RNXDGLECNARDI PIENE NO : 619~58&0751 
9915a44. v 
SANDTsGo,cA92l31 

MEOI-DYNE,INc!. 
ATTN:rKBMAN HALL 
604QEEMBWUAVE. 
pEIa%ss, NY i2804 

510(k) IQ KOOOS25 
EXNENO: 518-792-2183 

MEm-mNFtEHmILrIATI~~ 1510(k) 1\x): K992779 
Xl!N:JCHNTMXENSEN 
62OO'XNKENIMAD 

MmIaicmP. 
ATm: Pf3TMos MziKRIs 
14 DEINZLO DR. 
BEDm, M?i 01730 

MEmc!ALADvANc1Es,INc. 
AI?N:'IFKMSETYNES 
10437 -ON DR. 
-, WI 53226 

MEmaLADwwcES,INc. 
iUTNzTIXW!SEThES 
10437 ZlNKKWXm DR. 
MIINWEE, WI 53226 

510(k) PllD: KO03144 
PitKNENO: 414-258-3808 

MEmcz%JiDmNcm,m. 510(k) ND: KOO3685 
A!ITN:MIa-mEL LEIGH PI-KNEE: 414-258-3808 
10437 INNNATICN DR. 
-, WI: 53226 

MEOIcaLANAusIsSY~,INc. 
=st==w 
ATI!NzSOCrrDKlXXXN 
53OOAmImm 
cAMARzI;LI3, CA 93012 

J?FKXiE-m: 905 5651480 

510(k) NX w300926 
ptpJ\IE ND : 781-275-4892 

510(k) m KOCXl345 
PI-KNEND: 414-258-3808 

510(k) W: KO01758 

J333E No : 805-987-7891 

DEVICE:MEDIXtJLT E%IAsmYsr~ZING&~PRcxs,~~. 

SEDEXXSICNMADE: 09m-2000 
510(k) SWMAFU AWUIAELE FRX FDA 

DEWICE:MEDI-CULTEtBRYOJ?REEZlXMEDIUMINTEEWL(XT%LCGNuMBERslO7 

SEiDECISIoNMBDE: 09-&lAY-2COO 
510(k) SWWARY AVAILXU FFCH FDA 

DEVICE:4F-7FMEDI-D~TWQFLCHXLEiANGI~~~ 
SEDEcISICNMADEi: 21-%X'-2000 
510(k) SRmNENr 

DEVICX:A-2OOOlWHlX SYm; I-Ml-c EvYI!Km SYSTEM 
sEDECISICX?MBDE:l3-JAN-2CXXl 
510(k) s'm!mmr 

DEVIC!J%~AN?CXZERANORAP~AtULYmR 
SEiDECISICNMADE:15-MM-2000 
510(k) .sWmmI! 

DEVICE:MJGTI~ F'LEXARRAYCCX~L:&SXJEL~~~~SERIES 
SE DEXXSICN MADE: ll-APR-2ooO 
510(k) SWWBX AVAIUXU FFCM FDA 

DEVI~:hSCLDEL20%!&64:PATHMWMRI -mmIL 
SFaDEiCISIoNMAlX:13-DEY.L2OOO 
510(k) StBlMRY AVAILULE FXM BDA 

DEmcEi:mDEL342GE-64HIGfi l?EsxuMcNBRAINo3IL 
SEDECISICNMADE: 22-D-2000 
510(k) SCMMARY Am FFXM J!DA 

DEXICE:DADE'iRU-LI@CDMCNI-TRCE~STlB~ LtEvETs 1, MID, 2, 

SEiDECISIONMADE:O5-JULr2OCKl 
510(k) SWM?iRY AVAILAEU F'IXM FDA 



-ADDREssLImmmm - E&UMXBE (SE) 510(K) SUhWWES CR 510(K) iTmmmms 
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MEDIC7GBIOCAREswEDENAB 
RTTN:o.ztwlE WHITEM 

510(k) m m29 

9630 I13wNER NE 
F'EENEND: 505-323-2403 

w, NM 87112 

MEDI~BIOCMESwEm?AB 
ATIN:(xTJNIE WHITEm 

510(k) mz KC02072 

963oTowNERNE 
JiTXNtI No : 505-323-2403 

==W=$3E, NM 87112 

MEDIcmcABLES,~. 
NDBunl-~ 

510(k) ND: KO02781 

zsrIwa-lRIsroPHER~ 
l34OICGANAVE. 

HDNEm: 714-545-3469 

OXIFi MESA, CA 92626 

MEDIC%L OZdPR%SIa SYSI'IW? (D.B.N5lO(k) m K99375S 
A1[?N:EiIxmmAFRIEQMpsil 
117 AHUZAH SIT. 

PFXBIE N3 : 972 977 18130 

RA'B, 

MmIC.Z% CmPRFsSIm SYStmS (D.B.N5lO(k) Wz K994057 
zaTN:- - 
117 AHUZAH SC. 

H33NE hx) : 972 977 18130 

In’-, 

MEDIC% OcMpIIEssIm SYSl'%NS (D.B.N5lO(k) Wz KO02287 
A!!3N:sHclsHANA F!REmAN 
117 AHUZM SC. 

pH3NE ND : 972 977 18130 

RA'ANANN?l 43373, 

MEmcALDzxm ELEcmmIa, INC. 510(k) m: KCUO660 
3,MzNI!m,m 20411, 20412, 204l3 
ATIN: CEDRIC NAm 
I.2720 - St!. 

-NO: 818-7-11 

ARrEm,a9l331 

MEDICAL DESIGNS L.L.C. 
ATm:PAuLJaN Am 
213 SUNSET DRIW 
l3lwacN, SD 57005 

510(k) No: Km2970 
FimNENo: 605-376-fxQ8 

MEDICZL DEVICE aZNSULTZ+?l's, INC. 510(k) m: KOOO55l 
ijTIN:MARy Mc2wwDAv PI-mEm:50&643-0434 
49 FmIN mF?EET 
NXIFI -, MA 02760-4153 

DEVIC.F,:PFQLQMEKJLSEDLJGEUSY~ 
SEDECISICNMADE:17-CC.T-2000 
510(k) SUMmY AVAIMEm F'Rx ?mA 

DETVICE:PF&%ITEVLPULSEDLI~SYsl'pi 
SEDEXZISICNMADE: ll-SEP-2000 
510(k) SDMNtY Am Ix&f FDA 

SE DECISICN MADE: 29-NUT-2OGO 
510(k) SUMMARY Am F!Md FDA 

DEWICE:pEiLwR3000 aMPRESSIoNSY~ 
SEDECISICNMADE:19-MAY-2ooO 
510(k) i5WMMY Am = FDA 

DEVICE:SLENNGt4ooo (zumasS1cNSYm 
fZDECISIoNMADE: 03-MAR-2ooO 
510(k) StJWfWU Am FRx FLlA 

DEvIa: WIZAIR OCPIPflESSmSYm 
SEDECISICNMADE: 25-ATx-2COO 
510(k) S~RM+RY Am FFm mx 

~~~:EscI%TpII+4oosERIEs(Es(13KTpRIsM),~~2o4oo,2o401,2o4o 

SEDECISICNMADE: 28-M?&2ooO 
510(k) SUWARY Am J?IU+% J!DA 

DEVICZ: SDBDURAL - Km SYm, lam3L 11-9901 
SEiDDEcISICNMADE:l2-DEC-2OOO 
510(k) S&MARY Am FFa4 mA 

D?WICE: =X-7OPLUSDEMIRLX-MUNIT 
SEDECISICNMADE:16+AR-2000 
510(k) t3uMmzY AVAIUWE F'Rx FDA 



sursmlm~LI~mcRRH- m (SE) 510(K) SUM%RDB CR 510(K) m 
lXRFINATaDEXXSICBJSF@IOEFUZDDUFtIFGTHEPERICDO1~-2OOO lXGOUX31-DM3r2ooO 

MEDICnL DEVICE CYXSUL-, INC. 510(k) mz Km2116 
ATlNzCXVIHIAJ~!CE FENEND: 919-859-4207 
49 PLAIN l!icmmc 
IKRIfI -, MA 02760 

MEDIC7iLDEVICE -IES, INC. 510(k) NLx KCXC433 
ATIrkmEu.4 EDaFu!z PI-Eta3 NJ : 352-338-0440 
3600 S.W. 47T.H AVE. 
V,F'L32608 

MEmaLDEvIcz -IES, INC. 510(k) Ix): I(ooo620 
zxtTN:KART SwAKrz Fl!mE ND : 352-338-0440 
3600 S.W. 4TM AVE. 
=U=XULE,!TL32608 

lGCE?AL DEVKZ DIES, IX. 510(k) m KOO2416 
ATlmKARLtY5vamn PIT.NE No : 352-338-0440 
3600 S.W. 47TH AVE. 
B,EL32608 

z@mxnLB -a, A510(k) 1uD: KOO2451 
?srm:JoHNc~ FfKNE IKI : 413 262 34355 
POB 706ai-4502 
-, 

~ICALLASER~CNSLU! 
ATINtIAINDMlILER 

510(k) ND: KM)0693 
EBNEND: 617-242-2218 

36MYSrr.sm~~r 
B, I-R 023.29 

MEDICALMANXERRE%ARCH 
A!I!INzJEFFREYKSH&PIm 

DEVELmmlO(k) m: Koo2100 
F'kKN3 M3 : 202-637-5775 

555 - ,STMGX, N.W. 
WAfimma,Dc2ooopllO9 

MEDICALLY, 
ATnkJlxr.l cBII3NsKY 

ItCXO(k) mz Kooo7l.2 
PI-KNE ND : 847-520-0300 

1COOASEKJRYDRIVE 
EaFFATDGmvE, IL60089 

MEDIc7xlRESEmcH~, 
A!lm:JcEL lzEuaEm 

-10(k) m: Koo2232 
lXN3 NO : 847-520-0300 

1OOOBEURYDRIVE 
m-17 
BDFFALom, IL 6ooa9 

DEVICE:S3CRRDIOPLBXA ~mLEvERsIoN2.0 
SEDEC!ISICNMADE:O9-ALG2ooO 
510(k) tXBMXtY AVAIUEU m FDA 

DEVICE:PE?HH~~ 
sEDEXXSICNFADE:16-JUN-2000 
510(k) +S?MGRY AVAILAEU ma-f FDA 

DEVICE:~FZXLOPIANTBE~SY~ 
SE DECISICN MADE: 3O-CCl?-2000 
510(k) f+XMAw AVAIIMIE IX&f FDA 

DEVICE: GOLDEN-RTJLE - cIrcmmm 
SEDECISICNMADE: XL-SE%2000 
510(k) SUM?BY AVAIlXXE FRM FaA 

DEVIU3:KDIFI~~'IO: P.FTCMODRy 
SlZDEXXSIcNMADE:29~2000 
510(k) is'mmmn 

DEVICE:~MM~)OPI'IM?LMOLTILINELASERSY~ 
sEDECISICNM?iDE:16-M?Z-2ooO 
510(k) SObwARY AVAIKABm FTXX FDA 

DEVICEzXIMXSYSTEBi 
SEDECISICMMhDE: 25-A%-2000 
510(k) SOM?UtY AVAIUmE FFCM m 

DEVICE:FCRlXCEINIENSIVEcaRE~,~ELPIC 
SE DECISI~ MADE: 27-ApR-2000 
510(k) isn!mmm 

DEvIaE: AEO- 
sEDECiSICNt4ADE: -2000 

510(k) f+Xmmmc 

Pagz2l2 
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MEDIcnLSALESQ3. 510(k) m: K994367 
A!I'INzXt-lNELJNUXH FBZNEN3: 435-882-4655 
P-0. mx 540314 
101 N. 700 WEiYT 
NXX-iSALTUXE,Ul'84054 

MEDIC7&STEXUEPXDUCISlX. 510(k) m K993l.22 
ATIRGARXCDICNNE PfZNEFD: 
RD. 4l3,KM. 0.2 
Rmm,l?Rm677 

MEm~A/S 510(k) ND: ml869 
ERMICNEf3DLE 
ATl!N:EZ-WEEGMIJRPHY PIXNEm: 202-496-7500 
1900 K SlRE!XC N-W. 
-, DC2Ocn6-1108 

MEDImPMED1aLPxxmxs,m. 
LDEdWMHD~ 

510(k) m KOOl.293 
VIAL-ERAND -NEEDLE 

Rl'INiBEUJCXFZ@KLER 
815 -a AVENUE, N-W. 
wASmmm,Dc200(M-4004 

MEDIM2PMm1CRLlRaJEmS,m. 
ATINzE?RJCZFMiVXLER 
815 tTNNBXtm Am, N-W. 
wASmwxN,Dc2n 

MEmmLLID. 
A!rmNAsRsALMAN 
KIRYAT KITDIM, P-0-B. 58165 
=w, 

MEDICNICS LTlmmwmm INC. 
ATnJ:MAb!sam - 
114 AND- AVE. 
-, -0, 

MEDICNICS IrTImmmm INC. 
ATINtMAHESHAm 
114 ANDERSON AVE. 
-, -0, 

PI3MEihx): 202-263-8900 

510(k) 1uD: KOO1831 
FXXVEND: 202-263-8900 

510(k) ND: KOO2l30 
Pixmm:9726481448 

510(k) m: K993149 
PIXBEbD: 905 472 6544 

510(k) bK): K994218 
EKBlEN3: 905 472 6544 

~IF'uR3 cIIxKHWm (M) a. -.510(k) MJ: K001165 
EIN~LXUZIHZ (I!.wM(5oMI-oRLEss) 
m:LEEsoN rklrm HloNE NJ : 605 776 5103 
Kk 14, LlJAIAN !LFccPm 
I-,=, 

DEVICE:UMBILIChLOZDC!UMP 
SEDECISICNMADE:17-XAR-2000 

510(k) SUQdAFZ AU4IUGLE FHX FDA 

DEVIC'E:MSPM/KE?LADE 
SEDECISICNMADE:16-MAR-2000 
510(k) m Am m FDA 

DEVICE:DlXXXTIC ELECEXH~NEEDLE~E,DISFxXGLEHYFCBl 

sEDECISIoNMADE:18-SEP-2CXY3 
510(kj ~ 

DEVICE: l-smmmm lo MllxJKT DI~IbGPIN/WMHDETAC%PUVIZH: 

SEDECI!XCNMADE:O5-MAY-2000 
510(k) ftmcmmw 

DEVICR~TR%tZERDEVICE 
SEDECISICNMADE: ll-JUL-2000 
510(k) STATmEm 

DEVICE:NIRBILIARYSIEt?l' 
SBDECISIohl14u1E: 30-0.X-2000 
510(k) m AVAIUBXE FF0i FDA 

SEDEcIs1mMADF&: 
510(k) sIxmm?r 

DEVICE:EAsyCX# 
SEDECISIONMADE: 
510(k) SmIFmXC 

28-Am-2000 

ANoTuEnNG~ 
lo-FEB-2000 

DEVICE:lXEXMERCXXTEDE%DERFREE,~ -mmwI?Hm 

SEDECISICNMADE: 05-JUL-2000 
510(k) SrRImEm 
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MEDIS MEDIm IM?GllG SYSIEm, B.V5lO(k) m: x994282 
ZCITN: J-1. FKUzANDER pH3NEplR3: 317 I.52 3244 
-RI-l0 
2333 AA Iiunm 
I 

MEDIS MEDICFiT., It@G= SYSf.%W, B.V5lOlk) m K994283 
ATIN: J-1. I3ZWNDER FTdIE’m : 317 152 23244 
-m-10 
2333 AA LEID~ 
I 

MEDISa?rQ4El?I~,INc. 
Z+T'IWG?iRYJm 
6616 amNS DR. 
-, CA 945843 

MEDISmAmuc&,INc. 
mG?WJAWZBWZK 
16303 PmCWAY 
SAN LEhNDm, Ca 94578-1116 

MmIsoNrMERI~,m. 
-GARYJm 
16303 PAmR?NICW 
SAN IEANDm, CTd 94578-1116 

MEOIsmAMERIca,l.m. 
zf.rIN:GaTiy - 
6616 WENS DR. 
-, CA 94588 

MmIScNa3.,LTD. 
ATlNzGARYJm 
16303 PANORAMIC Wu? 
SAN rm+Nom, CA 94578-1116 

mDIScNRADIamxSY~,INc!. 
ATIN: JaNwLEEi 
2OOOLEHIGHAvE. 
cxENVlm,IL60025 

MEmScNRADIcEaxSY~,INc. 
ATIN: &JmNwLEE 
151 mum PFrmxmN mw 
DEEiRJ?IEU&,IL6OOl5 

510(k) 1\FD: KMXlO30 
l%mNEi No : 925-201-1954 

510(k) ND: KW2185 
pK)NEW: 510-276-2648 

510(k) m: KOO3l.21 
PEKNENO: 510-276-3559 

510(k) ND: Koo3525 
PHmFam:714-889-3000 

510(k) IQ IO2491 
PEKNEND: 51&276-2648 

510(k) bn K993896 
FTSXW IT3 : 847-729-3333 

510(k) Nh x002685 
PI3mE No : 847-291-0999 

DEvIcm MFU- FLm ANzuxTIa SWIW?QEPACW& 
SEDECISICNMADE: 02-MR-2000 

510(k) SUMRY AWULABLE FIad FDA 

DEVICfZ:MRI-MUWTIC~ANALYTIC.TiLSWlWAWaSYSTEM 
sEDECISIONM?iDE: 30-AUG-2000 

510(k) SUNARY Am m l!DA 

DEVICE:SZNNZE600D~CULWA!%UNDSYSTEM 
sEDEXZISI~MADE:19-JAN-2OCO 
510(k) SLWARY Am Fiat ZDA 

DEWICE:ZNCWESA99CQD~CULZRWCUNDS!fS!CEN 
sEDE!CISICNM7+DEi: Ol-AU&2000 
510(k) SUMWFU AUAIIAEU ??Fat EIIA 

DEiVICZ:MY~201DIIY;N(XSTICUL!UVGWNDANDTWWNC%G 
SEDECISICNMGDE: 2CWCI'-2ooO 
510(k) %&NARY AVAZABIE m FDA 

DEiVICE:~73ODIFGNWTICULTR%ZUNDSYST!FN 
SE DECISION M?!DE: 22-NCW2000 
510(k) SUtM+RY AVAILABW FE&x FDA 

DEVICZ:C3MBIscx\I3O1PWULTRASZNO SYmAND TRANSD- 
SE DFCLSICN FADE: 25-AUZ-2ooO 
510(k) SQMRY Am JTFn.t ZDA 

DEVICE:H%6O1,GARMMZBILE 
SEDECISICNMADE: 27-MAR-2000 
510(k) .SDM?AW Am F'FUZM FDA 

DEVICE:~~ACTMZlIEX-FWSYSTEM 
SJiTDECISIONMADE:15-SEP-2OCO 
510(k) SINWENT 



~ADDRESSLI~FCRWRH-~ WV 510(K) - OR 510(K) - 
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MEmSTlxrmmmI~ 510(k) ND: -19 
ATlNz~FGRISCNI mmE No : 901-380-9411 
9160 HIGHWAY 64 
SUITE12 
mKELwQTN38002 

MEDIsuf(l3REsEARcHAND~ =10(k) m I(001498 
A!lTNzRICHARDJFu;o EFKBENO: 610-277-3937 
lOOWEST-- 
-, PA 19401 

MEmSYmm. 
A!L'lNzL?iRRYRPILiT 
1900 K STREEI!, N-W. 
~,Dc20006 

510(k) No: K990803 
PIENE No : 202-496-7500 

l-EmsYm OmP. 
ATIN: FREDRICGSWINDLER 
12013RDAVE.,SUlTE3900 
SEXTLE, WA 98101-3016 

510(k) ND: K994306 
EKNE NO : 206-621-6526 

lalxSY~ocwp. 
m: FRED~C! SWINDLER 
l2013RDAVEi. 
SfnTlTE, W?i 98101-3016 

510(k) No: K902372 
mmEND:206-621-6500 

DEiVICE:SII'XZZSIZEi~SPACER 
SE DECISION MADE: 29-MAR-2CQO 

510(k) SU@ARY AVAIIXEE m FDA 

DEVICZ:TX-lEEUXBLT!DE 
sEDECISICNMADE: l&AWZ-2CXXI 
510(k) SI?tmmZ 

DEVICF,:MEDISYS!rEbiS -NEEDLEsElls 
SEDECISI~MADE: 06-.X&2000 
510(k) fX@Q@@X AD = l?DA 

DEVICE:HEvERso 
SEDEXXSIONMADE: 20-NAR-2ooO 
510(k) SUMMARY Ab%ILABU FTUX FI3A 

DEXtCFi:AfXESSALEEU'GAUZE 
SBDEcISIONX?+DE: 25-CXT-2ooO 
510(k) m AVAZ%BLE m FDA 

DEVICE:DIGlTALBIMJD~XXI%X, l-%mEL ND-550 510(k) m: Koo2655 
FIENE N.3 : 011 823 17072701 510(k) SU&lARY Am m FI;IA 

510(k) m KM)2577 
-PADS 

Pf-mE No : 303-926-1917 
SrE lco 

DEVICE:ARCl!IC~~~ S!f~,~ELlOO~UN 

SEDECISICNMADE: 26-CXX-2000 
510(k) SU@%iRY AVAILABLE ?ZUX FDA 

MEDIVANCE, J.Nc!. 
ITANOPATlENTENEiZY 
m=AKLINE 
50oS.AKJ!HURAvENuE, 
LCXJISVILLE,0080027 

MEDm, INC. 
m:- MINER 
7423 AIRFIXT FlTZWAY 
EORT KRIH, 'IX 76118 

METOMSICN~ 
ATINzwBSTERNER 
144Os.txm!rE~ 
#ID 
?+N7mFm, ca 92806 

510(k) ND: K993042 
FFKN!IND: 817-595-1222 

BLDV. 

510(k) ND: KOo669 DEVICE:MEDMSIoNI-VIEWPEIZXX& VID~DISPUY 
FKNE IKI : 714-563-2772 SBDECISICNMADEt:26-MXf-2000 

16TlAN-2Oc. 
Page 215 

DEVICE:MED~ 5MINUIEHIGH-LEVELDISW 
SE DEXXSICU &i?X)E: 17-Am-2000 
510(k) w AD = FDA 

510(k) m 
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MFlxnm D, INC. 
ATTN:LAl?ANS~ 
CNEMEDLINEPL. 
MUNDELEIN, IL 6oo604m 

MEom INDUSIRIES, INC. 
ATINzBEZTYAIMX 
1170 NcBrmpoINT BLVD. 
-IL60085 

MEDLINE -, INC. 
m:LAPA s- 
alEi MEDLINE PL. 
MLJNDm, IL- 

MEimmE INDusms, INC. 
ATIN:LARANS- 
cmMEmINEpL. 
MuNoEr.EIN, IL - 

MEDLlINEi -, INC. 
EVERA 
ZXCTN:IARANS- 
CNFIMEDLINEPL. 
MUNDELEIN, IL 6oo6oaM 

zaffmxxc!~a%zp. 
ATlN.STETWNJ~ 
4815 LIST DR., SUITEi 111 
coLauco-, 080919 

MEDMIRA- INC. 
ATIN:TtXl BImP 
155 Cl4UN L?EE DR. 
HATJFAX, N.S., 

510(k) ND: K991755 
H-UEND: 847-949-2639 

510(k) No: K993170 
J?f-KNEm: 847-949-3109 

510(k) m KOO1937 
F7KmE m : 847-949-2639 

510(k) 1\x): KCX33091 
FT-KNEl 1x) : 847-949-2639 

510(k) ND: Koo3353 

FKNENO: 847-949-2639 

510(k) ND: K993556 
HIclNEm:800-625-6442 

510(k) m: KOO2023 
Pi-KNEIUD: 902 4501588 

MEoNETIlxixKR, INC. 510(k) m: K.001404 
Em-,GoLDmwMH FtzxmmNHEAD,GcBDPIrn 
ATIN: JUDY CHANDLER FKNEND: 901-754-2713 
7coOf+%lADmaAxs 
MEMeHIs,m38l25 

MimNEx-, INC. 
c.lwERr- 
TmlN:JuDY - 
7OOOSHALmJmKS 
MEZGHIS, TN 38125 

510(k) ND: ICQ1406 

PIXHEl ND : 901-754-2713 

DEVICZizMEDLIIWlENDERWETWXNDDREss~ 
SE DECISICN MADE: 17-AE'R-2000 
510(k) ttmsmmm 

DEVICE:MEDLINEBWMFMLE,lMPERVICUSDI~ z+xJzux~~S 
SE DFCISICN MADE: 02-MAR-2CCXY 
510(k) smI!mmr 

DEVICE:MEDLINEi WC KErM- axlR 
SE DECISION MADE: 22-SET-2000 
510(k) iXWENEm 

DEVICE: MEDLINFI i5?lmnE vIN!cLExAM~,FckJDERFREE,- 
SEDEXXSI~MADE: 24-tX.T-2000 
510(k) SmImENT 

DEVIC3Z:MEZXINEAzL3E?wJcH~~ -a-WITHAU: 

SE DEXXSICN M&DE: 22-NCW-2000 
510(k) fTmm@NC 

DEWICZ:LtIQuIBANDD~ 
5iEDECISIoNMADE: 03dAN-2000 
510(k) ZXJMN?Y Am FIUX EI3A 

DEVICE:MEDMIRARAPIDH.PYLCFtI ANcrmmY TEST, I-mEL 10714 
SE DECISICN MADE: 13-N%-2000 
510(k) SUMARY AVAILXXE F'FCM FDA 

DFX-LCE:GCXDnnatANDPAKJ!IX+ REGumRAND0FEsET,aSS1aJmRREPIAaN 

SBDECISICNMADE:O8-A?X-2ooO 
510(k) STATmEW 

DEWICE:HA/WID'iWITGANDPAEU'I?G, REGuLARAND0FFaT,c6S1(xTLARREPLA 

SEDECISICNMWE:O8-AX-2000 
510(k) ,tmammr 
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510(k) No: KO02363 
FKNEiNO: 847-419-oo9o 

MEDPFO TEixmKGIEs, INC. 510(k) ND: KOGO369 
HBXDERB1l3CDCXXXZCM 
AtIm:m WARD 

m sm, MH)EL 82021/3/;zsEDF 
PEKBEND: 

962 ALTSGED IANE 
AEC&UD BEACH, FL 33572 

MEDRAD, INC. 
ATI!N: FRANK w PEZX III 
cNEMEDRmDRIvF4 
~~; i PA 15051 

510(k) m KOOl663 
IPKN!SNo: 412-767-2400 

mpAKiNE%S 510(k) m: K994l.31 
AIMoF5oMI~ oRLEssPER~(J3LAcx~) 
A!l'lN:E.JSNIlH Fixm ND : 410-451-0639 
P-0. Kx 4341 
cXtOFTW,m21114 

MEMXRPRXUCXSLTD. 
A!tXN: A-V-K. REDDY 
S-592OTHSTREEr 
mN?iN?YaRwEsT 
-, 

510(k) m K993733 
FH3lEm: 009 144 6288829 

t!JmmxvL!cD. 
ATIN: A.V.K. REODY 
s-59 2OIHsrREEr 
AtmANlsAR~ 
-, 

510(k) ND: K993735 
FJIam ID : 914 462 88829 

MEmmxx?FamcmLm. 
A!FIN: A.V.K. REDDY 
s-59 2OrHsIliEFT 
ANmNixaRwEsT 
-, 

510(k) MX K993737 
FfENEN3: 009 144 6288829 

510(k) ND: KO02776 
PkiKNEim: 336-226-6311 

l238TiNIHBYRD. 
W, NC 27215 

MEDTOXDIAfXXMCS,INC. 510(k) m: KOO36.37 
~/~/Ip,~I~11~/cDc/pB,~I~IIIIIIc/(xx: 
ATIN:MIcHAEL ?uRANcIIIK PI-KNENO: 336-226-6311 
l238AtvllxmPD. 
W, NC 27215 

DEVICE:MEDcNATIoNsESOPHWEAL Dm 
SE DECISION MADE: 01-X%2000 
510(k) SUMXXY Am FlXN EDA 

DEiVICF,:VACUFXWBKXXI -a SEI', l-%XXL 52221/3/5; VACUFXW WIT 

SEDECISICNMADE: 3O-&lX-2000 
510(k) sM+ARY AVAILZBX F'FXM FDA 

DEVICE: Fl3x?I-m FuLYPmm #s!mmGE 
SEDEZISICNM?iDE:16-NW-2000 
510(k) SUMGRY Am FRX FDA 

DEvIa3: AMBIDEEu.l- LATEXEXWNATTCNGMNESWTIHAPRYIEINCL 

SE DECISICN MADE: 07-FEB-2000 
510(k) SWMRY AVAIIABU FFXN FDA 

510(k) SiBMARY AVAIUBLE FRX FDA 

DEVICE:lXUBTAE- 
SEDECISICNMADE: 20-X%-2000 

510(k) SUNBY AVAILXKE FFUX ZEA 

DEVICE:MIGKL'YMRN(DYNAMICLINKEB) 
SEDEXXSICNMADE: 20-N%-2COO 

510(k) SUM?@Y A?NLMXE m FDA 

DEVJmCX:NXXF'I~~IID~-II 
sEDEXT!ISI~MAD.E:28-SEP-2ooO 
510(k) SmnWNl? . 

DMCX: VEFUXCT II Mc/coc/OPI/AMp, VERDICTII 'IW/CXXZ/OPI,VEPDICJ! II II 

SEDECISICNMADE: 22-D%2ooO 
510(k) m 
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Pm 
Z&DAVID - 

510(k) No: 
F%ENEN: 

7mEl?ARtqBRnaMEm 
mm, 

Km0487 
441 270 520433 

MEUlXNICAVE, INC. 510(k) m 
=, -Et -I z-lmEL (&swum 
ATm: EiHELTx TluMM PKNEKO: 
3576 - FT.,. 
SANIAm, a95403 

IQ94141 

707-566-1443 

-CAVE, INZ. 
A!rIN: SUSAN WALm 
2170 NXIFX)l.NT PARKM'U 
SANEAm, m95407 

510(k) ND: KOco744 
FHXEEK): 707-591-7315 

MEMXBIICAVE, INC. 510(k) m 
RL-lN:LrNDA(LINN) L&AK FHNXN3: 
166OW?%?X!ABXUVARD 
MINNEmm,MN55305 

KO02346 
763-577-9988 

lmYmxtc cARDI&c smxcAT., mxxm51O(k) No: 
u-a- 
A!rm:JAMEs MLUN PECNENO: 
620 wAYtscN s-w. 
aAND RAPIDS, MI 49504 

I694171 

616-643-5283 

MEtmxm3cARDIplJ~1~ zxnKx'5lO(k) ND: 
m:JAMEs I33LuN EFlXElm: 
620 WATSCN S-W. 
GRAND RAPIDS, MI 49504 

KC00274 
616-643-5283 

MJimXNICNNCTIC%lALDlBNXTI CS A510(k) m 
ATIN: ANN-a3RIsTINE Jcxvssm PHAEB3: 
16-18TCNSJ?XKEN 
-Et 

K992715 
454 457 9cw 

MEUiXNICFONCl'I~D~ c's A510(k) m 
SO111 
ATIiN:TwEl TTZAER EDlEND: 
16-18V 
-I% 

KCGO386 

45 44579000 

IazmalIcpERFusI~SY~ 510(k) m 
ATm:MARIE I-Km PI-KBEtD: 
7611 NXUFLMO DR. 
mS, MN 55428 

x994208 
612-391-9000 

DEvIa3: MEa?mmE ~ALGINXIEISLAND 
sEDECISIONM?iDE:18-APR-2000 
510(k) sTIIA31EMEN 

DEvIa3: -, lLt?lm‘-mI1u=, Tlm-mmw, mm sea 3510; 

SEDECISICNMADE: 21-JDL-2ooO 
510(k) SUMlARY AVAILAXE FTXX JTZi 

DEVICE:MEUBZNICAvEHRIDGEX3STENI' 
SE DECISION MADE: 05-JUN-2ooO 
510(k) SUMMARY AVAIMBLE F'EuX FDA 

DEVICJZ:WIFG,GUIDE,~, mEL Qbwlooo 
SE DECISION MADE: 27-SEP-2OCO 
510(k) SUMQRY Am FXM FDA 

SE DECISICNMADE: 27-APR-2OCO 
510(k) StMl?BY AvAIL31BLE m FDA 

DEXICE:ExX'AEXXNTtI cm-PIEmAKl!mwa aANNuLAwI?HGuIDEwIIilE 
SEDECISICNMADE: l&FFB-2OCG 
510(k) X&NARY AVMLAXE FXBl FDA 

DEVIC!E:~UlXDYNAMICSUITE,MXEL903230101 
SEiDECISIoNM+DE: 28-FEE-2000 
510(k) SUMAR.Y AVAILMX FFUX FDA 

DEVICE:EQLYGMM98~l?UNClT~ !lEsrlx~wm,mELl9043 

SE DECISICN MADE: 05-MAY-2ooO 
510(k) ,SUM%RY AVAILXXE FFUN FDA 

DEVIC!E:AFFINITy20MIC!XN~ BLCXD FILTER, mEL 353/354 
SEiDFiCISXBJMADE:l%JAN-2000 
510(k) SUMQ#RY AVAXAELE E'E4X-l FDA 
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MEDmmIc!PSMExxcAc 510(k) rx): K991502 
20022 
ATm:JEFFmYHEIND~ pH3NEm: Em-96%1546 
125 -DR., 
tJNlmPsITYJ3us~cEt?rER 
GcEm!A, CA 93117 

?4EmxTacPSm1m 510(k) Xh IUlO2572 
2232-002, 2232-003, 2232-004, 2233-002. 2233-005 
mm- pI-ENE Iv3 : 805-968-1546 
l25(TuamADR. 
-, CA 93117 

MEDTKNICS3E7M3RDANE.K 
ATIMRIKHAFDW~~, F'H.D: 
18OOPYRAMDE?IACE 
MEML#IS,TN3t3132 

-c sf.lmcRDANEK, INC. 
A!lm:RIaaRDw- 
1SCOPXRAMIDpL. 
lacMwIS,m38132 

l4EMxNIc mm DANE& mc. 
?rIN:RIa-mRDw- 
1SOOER?!MlDpL. 
MEMEaLs, !cN3Sl32 

-c -DANEK, INC. 
Alm:RJcHARDW~ 
18OOPYRMIDFL 
MEMHII.5, !CN 38132 

-C stx?ivmm, Inc. 
A!nlN:Rm-ImDwTREHARNE 
1sooPYRAMID~. 
MEzQHIs, m3Sl32 

sbEaM3RDANEK, INC. 
it!i%Y%mwm 
18OOPYi4NIDpL. 
MEMERE& 'm 38132 

MEIYmmIc SQm DANE& INC. 
All?ImRIm !rIumma 
18OOFTF@MDpL. 
MEMPHIS, M3a.32 

510(k) NJ: KCCU532 
Efx@Em: 901-396-3133 

510(k) m K994239 
pk!Em ND : 901-396-3133 

510(k) ND: KOo453 
Fi3mE ND : 901-396-3133 

510(k) a KNN476 
pI-mE ND : 901-39G3133 

510(k) EK): KOO0641 
El-Km3 ND : 901-396-3133 

510(k) m Kooo991 
PHSNE m : 901-3963133 

510(k) NZJZ Koo1066 
pi3mE m : 901-396-3133 

DEZVICE:~C!GSMEDICX~ sTdONl', M3DELs 27521, 27116, 

SEDEX!ISICNMADE:L%EP-2000 

510(k) Sm@mRY Am IXM FDA 

DEvIc!Ei:zamYavIcFJSMED1cALcHANNELso3pEENDc6o3pE, MXELS 2232-001, 

SEiDECISICt'?MADE:16-NC%2000 
510(k) SLMARY AVAILAEU FFU% FDA 

D?ZVICX:DYNA-lXKCLASSICSE'INAT.,SY~ 
SED~SImEIADE:16-JuN-2000 
510(k) SUMARY AVAIUBIE FXN FDA 

DEVICE:ZEPHIRANTERICRC!ERVICAT,,~SY~ 
SEiDECISICNMADE: 19-JDN-2ooO 
510(k) SUMRY AVAIIAEU FXM BDA 

DEvIa3: M3DIFIcaTIoN To cl3 SPINAL SYm 
sEDEcIs1cN?dr!Jm1O-MAR-2000 
510(k) SUMNRY AVAILAHX l%UX FDA 

DEvIa3: MzlxFImm To CD i5EcNAL SYm 
SF,DECISICNMADE:1O-MAR-2Ofi)O 
510(k) SDMQRY AVAIIBTE FXH FDA 

DEVICE: CD ?i?xIm SPINAL SYsrEM 
SE DECISICN MADE: 22-D-2000 
510(k) SDMGRY AVAIIMLE FXM FDA 

DEVICEzMZXF'ICATICN?t)TSFMSPINAT,SYSTEM 
sEDEcIs1cNMADE:18-APR-2mo 
510(k) SM@GY AVAIIXXE FIXM l?DA 

DETVICE:CDXE?IZLXELLPSEi 
SE DECISICN FADE: 22JUN-2000 
510(k) ,SDPmRY AVAXAELE = FDA 
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MEDEOJIC- DANEK, INC. 
A!rm:RIarT4?u !llmwmm 
18OOlYRAMIDpL. 
MEMwIS,!rN38132 

MElnFaIc soE7lMx DANEK, INC. 
A!rIN:RI~W~ 
18OOPYRMIDpL. 
MEMmIs,m38132 

-c i?iamm DANEK, INC. 
A!rlmRI~W~ 
18ooPYFWllDFL 
zdfmmS,m38l32 

MEDTKNK- =,= 
ATrNzRIwARDw- 
18ooPYFWlDPULE 
MlNE'HIS, 'IN 38132 

510(k) IZX KilOl.255 
Pfaw ND : 901-396-3133 

510(k) No: xDo2399 
li33mE m : 901-396-3133 

510(k) m: KC02931 
FlXNEp33: 901-396-33.33 

510(k) m KMW94 
FT-KNCED: 901-396-3133 

510(k) In KOO2103 
FKNEIW: 901-396-3133 

510(k) m: KOOl153 
PI-KBEBD: 303-439-9709 

510(k) No: KOO184X 
PfEMN3: 303-439-9709 

ATIWVI- RENlxN pI-?aE I93 : 303-439-9709 
53OcxYsImST. 
BElacMFIELD,o38cQ20 

&gmmm~c suI1IIIcAT, NA.mm !tECY%lO(k) m: KOO3201 
ATIN:FCNAT.DKSNI!IH PIXNEiNO: 720-890-3200 
826 aY+Ta CREEK cXFuX.E 
LIxII~,o380027 

D?.WIC3Z:CDFKRIuI%JSP~SY~ 
SEDECISIONMADE: ll-JOL-2OCO 
510(k) SOMN+RY AVAILMU F'RX FDA 

DEVIC&MXX.FICWICX~CDHDRIzoNSPINALSYSTEM. 
SE DECISICN MiDE: 27-SEP-2000 
510(k) SUMYARY AWIIAEU FFCM FDA 

DEVICF,:MEIRXSYSTBl 
SEDEXXSICNMADE: 24-MN-2000 
510(k) SOWARY AVAIIBLE ITFIX FM 

DEVICEzM%FICXTICN!tOWFX.XIzoNSPINALsY~ 
SEDECISIONFADE: 08-FEEL2000 
510(k) StMARY AVAIUBLE FRX FDA 

DEVICE: SIMPLICITY L5PINAT.I SYa 
SEDFCLSICNF!'ADE: 02-NN-2000 
510(k) SUMARY AVAIIABM FFC&l FDA 

DEvIc3?I:mm~mm-m--~ 
SEDECISICNb!ADE: 03-MAY-2000 
510(k) SWMARY Am FRX FDA 

DEVICX:sTEAIMsIz1TIoN~~~ 
sEDEcIsICNb!AD&3O-JUN-2ooO 
510(k) SOhNAEU AVAILAEU F'ICBl FDA 

DEVICX:STE?K,~ CNsYsTEMmENEYEMI-cmsYm 

SEDECISICNMADE: l%JON-2000 
510(k) SLBMWW A- F!EXM E13A 

DEvIc33:sTEALl~~--- 
SEiDFCISIONMADE: l2-DEC-2000 
510(k) SUMG?Y AVAIIXW INM FDA 
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l.lEmmacm 
ATIN:DNrD !l!IMLm 
6743 fXXll%QINT DR. N. 
-, FL 32216 

510(k) ND: x900728 
PJXNZIW: 904-279-7532 

-CxcplED 
ATIINzMAlU'INDSXGiWT 
6743 -W DR. N. 
-, FL 32216 

510(k) m KO02224 
Fi-KxE Im : 904-279-7586 

-cw 
ATIN:DIANAPRESIW 
6743 SU?lFEOm DR. N. 
-, FL 32216 

510(k) m x002972 
Ew3NE ND : 904-332-8959 

MEzYmmIc, INC. 
m:MIajAEL - 
620 -,sw 
GRAND RAPIDS, MI 49504 

510(k) NJ: K993677 
PfKNENO: 616-356-5518 

-c, INC. 510(k) rm K994331 
!I!ED REcnRDmm &smEL 6191 PAT'nXC A(Znmvx 
ATINzNXAKHADDIER3 EENElMJ: 612-514-9500 
4OCOLEXlXXNAVEi.N 
SHHiFNIEw, t-N 55126-2983 

-c, INC. 510(k) Ex): -105 
5-38;MWfEXMICEXTENSICNPASSEX -sYsrF2-l(6oaq, 
ATm:PAM tsc#aB FTXNEW: 6X2-593-1553 
ll66owAYmm 
&%masmm,m55305 

-c, TX. 
ATnJ:MIw JcxmscN 
4OOOLEXINXWAVE.N 
sk?xumm, &fN 55126-2983 

510(k) bn KOW210 
PKNE PaI :.6X&514-9835 

M!imRBIc, lx2 510(k) m xooO379 
CARMEDA B1CWLTT.Z SURJ?XE, MZDELS CB351h3352 
ATIN:&!?EuE HJLM FlX.NEND: 612-779-9183 
4633 E&SC IA PATXA AVE. 
ANABEIM, CA 92807 

-c, INC. 
RWI'IHcZXWEDABI~~, 
ATl.N:DEBRA KI3lDmR 
4633EAsTL7iPAWAAvEsNE 
ANAHEIM, CA 92807 

510(k) rn KM0430 
MxlELcB5ll 
F'IEN!Z ND : 714-779-3650 

DEvIcE:-c~-c- LIwm 
SE DECISICNMi%DE: 21-MAR-2ooO 
510(k) SDHARY AVAXABIE FTUX FOA 

DEmc!Ei:xl?S3GQOSYSTEM 
SFaDECISIONMADE:O'LDEG2OOO 
510(k) SWMRY AVAIUGEE FEMM FI;IA 

DEXICEzMEXGEL CXM!FfLGELEWSDRGICFiLDRESSIKG 
sEDEXXS1oNMADE:15-DEC-2000 
510(k) SL%MRY AWUL?iBU FlMM FDA 

DEVICEZMWTFKYICcXWWIEW IllvlRA-~~sHDNr 
SE DECISICX'TXADE: 17-AE'R-2000 
510(k) SUMWU! Am FF0.¶ FDA 

DEVICE: REmAL PLUS IN- KXP I?ExXRDER SYm, tCXE!L 9526 IMPIAN 

SEDEXXSICNMADE: 21--JAN-2000 
510(k) SW-WY Am FFUX FDA 

DEvIa?#:MJammIcExTENsIcE?PAssER~ t5TwrEN (38 CM), mEL 355 

SEDECISIoNXADE: X&Al?R-2000 
510(k) SUMiRY Am FFXX 

DEVICE:b%XtFIW~TDM3DEL 
SE DECISICN MXIE: 23-FEB-2ooO 
510(k) ,SUMiRY AVAILABm F‘FxX 

FDA 

5866-37MLEADADAPIORKIT 

FDA 

sEDEZISIoNMADE:16-FEB-2OCO 
510(k) StWl?W AVAXABLE FTn.f FDA 

DEXXE:AEWXITYNl'HXMMF'IBEROXYGENWQt WI!MPL?LZWRESISTWTFTEiE 

SE DE!C!ISICN MADE: 25-F'EB-2000 
510(k) ,SUMARY AD FlXM FDA 



SuBMITlpiADDRESSLISTlXFtXCDRH~~ (W 510(K) - OR 510(K) - 
l!CRF'INAT,DECISICNSRENDEZ?EDDDRIKTHETPERIW01-JAN-2OOOTHFUXM 31-DEXS2OCCI 

xi-JBN-2(x 
Page 222 

ME3x!Kmc!, INC. 
l#trIN:mJo FAmY 
800 53PD AVE., N.E. 
P.O. mx I.250 
B,MN55421 

-c!, INC. 
A!MNzFREOLEKlucmR 
3237A CHERRY BILL DR. 
DANVEES, la 01923 

MEitmmIc, INC. 
A!rIN:MIKE Jcx-lmx 
7000 -AVENUE N.E. 
-US; -MN 5543235?6 

MELrmmIc, INC. 
ESURFZZB,MYXUCZ3353/C33354 
zslmJ:M l!xxM 
4633EAsTIA PZGlAAVE. 
ANABEIM, CA 92807 

ATINZFREDLBXICHER 
37A CFIERRY BILG DRIVE 
D.PNvEw, MA 01923 

-c, INC. 

510(k) m: KC00445 DEVICE:MEMlKNIC!KDEL7499l?XlXNSION 
PHXEIW3: 63.2-514-5198 SBDEXZISICHMADE: 28-AFR-2000 

510(k) SLJMARY AVAILABU FfMM FDA 

510(k) ND: X000677 
pI%xEI Iv3 : 978-777-0342 

DEVICE:zuMAGUlDE~ 
SE DECISION MADE: 29-MAR-2000 
510(k) SUbMARY Am FlXM J!DA 

510(k) m: Kooo955 
PHXUf;o: 6X2-514-9835 

510(k) m KOO1138 

Ft-mE m : 714-779-3700 

mvmkmAcJlEfiMx)EL6232~~ 
SEDECISIONMADE:16-JUN-2OCO 
510(k) SOMARY AKUIABLE J?KM l?DA 

DEVIC!&AFFINITy2OMICXN~ BIcwm!cERwIM- BIQ?XX'IV 

sEDECISIC.NMADE: 27-APR-2000 
510(k) SXMARY AKUIABIE FlXX FDA 

510(k) NJz KO01969 

pH3EJE No : 978-777-0042 

DEmaz:Gr2?mSIoNGuIDEwlRE,MmEL lflIEJl80,~180, -00, N 

SEDECISIONMADE:16-AU&2000 
510(k) SulrIMARy AYMLABTX FlXX m 

510(k) No: KOO3724 DEVICE:CBMYC7TBFXMXPCARDIOPLEGIADEXJVERY SYmm - BIC&CI 

SEDEKZISICNFADE: 21-D&2ooO 
510(k) SO&WRY Am JXM FDA 

IVF,SuRFACE,MalELsCl341ANDcB41-B 
ATm:NARlE l3x.M PIDIE I%3 : 763-391-9100 
76OQIKWFKMDDRIvE 
-S, EN 55428 

l+fEcm.., INC. 510(k) m KC01898 
A!IlWlXNNARLDNAK HElNEm: 651-639-1227 
4382 R.XJNO LAKE PD. WEST 
ARDEN l!IrrLs, MN 55112-3923 

MEDX, INC. 510(k) No: K993893 
ATlN:FLoYD FamN PIDIE M.3 : 847-463-2020 
3456 N. RIEE AVE., #lo0 
Z4UJWKNBEI~,IL6ooo4 

MFGAEYLEcmmcsLID. 510(k) No: K993411 
YSIEM, mEL Fz&ma.R 
A!lTN:DAVID b%HXEY FKNENO: 413-525-6313 
2OOmR!mIaIN~ 
zxx?mmING,SUI~6 
m,s'r m, MA 01028 

DEvIa3: - 
~EDEKX~I~~~: ~~-AuG-~OCO 
510(k) SOMARY AVAILMXE FFKM FDA 

DEivI~:MEDxINIEcAM- 
sEDECISICNMADE:10-FE&2000 
510(k) ,SObMRY AVAILABU FKM FDA 

510(k) SOtMARY AVAIIJWE F'K&l FDA 
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ME2KxIHmmLLc 
ATm:MARc JAKER 
1777 CAKOATS AVENUE 
wmr ST. PAUL, MN 55118-4031 

MExmxNo3.LTD. 
A!lXREWEXEYDVENWIT 
269A B STREET 
wTIJmmm,mo1887 

MENram al L!rD. 
A!L'IWEEVEMXYDVETWTI 
269A B fXRE!ET 
wIwItam,mo1887 

MENI(xN U.S.A., INC. 
NlTNzKWERLXDVEWl'I 
269 A B STREET 
wlrnmam,mo1887 

MEmENMEax.cAz,LTD. 
ATIN:- RAI- 
KlRYATWEI!ZMNNSCIENXPAFX 
P.O. mx 102 
-, 

MERamYMEmc!AL 
ATIN:- NEIaxmI 
l6OSanHMaINSlREm! 

izYz&k, M?i 01949 

MERamMEmc7& 
ATrN:m RUPENSKI 
1l30049n-IST.NcR!m 
(xmm?mn, FL 33762-4800 

A!LlN:mRRY BUSH 
618 - PARK DRIVE 
ltx.mE 20 
NAszxmX, TN 37211 

MERlDIANo3.,LTD. 
ATIN:AtlmEw pliEts 
P.O. Fox 3415 
sc.r.ct%cs, M3 63143 

510(k) NX KWO767 
PENEID: 651-450-7400 

510(k) 1u3: -233 
PHcmm: 978-658-6888 

510(k) ND: KG02140 
PfmEm: 978-658-6888 

510(k) m KOCOl33 
PHMEIW3: 978-658-6888 

510(k) f33: Kooo563 
P?33lE ND : 972 983 83030 

510(k) m: KOOO073 
PHXEPD: 978-821-6178 

510(k) m: KO01714 
?GW.MEm: 800-237-6418 

510(k) m Kooo316 
FHBENO: 615-333-6336 

510(k) m KO01347 
P?XXtEIm: 573-225-7700 

DEVICE:MEZCXEI~ - -, l@.mEL 201 
SE DECISION MADE: 05-JUN-2000 
510(k) SUbMARY AWlIABLE FRBl FDA 

DEVIcE:MJZNICIXSF-P 
~DECISICNl+!ADE: l~-2000 
510(k) SUMMtY AV?CLAEW FRX FDA 

DEVICE:MENIaXPRCtXWTREMYVER 
SE DECISICN &BDE: lO-CCI'-2000 
510(k) iSUMGRY AVAXMLEi FRX FDA 

DEVICE: MENIm 2 
SE DE?ZISICN MADE: 19-MAY-2000 
510(k) SUMGRY AVAIIABLE F'ECM FM 

510(k) St&WRY AWILABLE FRX FDA 

16-J7iN-2Oc 
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DEViCE:MEZURYMEDICXDISFQWL?ZRADI~CANWLA 
SEDEC!ISIoNM&DE: Ol-MWt-2000 

510(k) SUMGRY Am BX%f F'm 

DEvIcz:zaRaJFaMEDIaxl ~cNEwSYSTEM,mELl83-90(?-0149 
SEiDECISICNMhDE: 03-NW-2000 
510(k) SLRWBY AVAILARM FECM FDA 

DEVIG%MERETlXUEiTLITEiEiREATHTEiSTEl%iH.~ 
SEDECISIONMADE: 2&FEB-2000 

510(k) SUMAKY AVAXABLE FFUN l?DA 

DEVICEi:MERIDIAN-IIANDMERDIAN-PLUS 
SE DECISICN MADE: 03-NW-2ooO 
510(k) SUNGBY AWGIJBLE FRX FDA 



-ADDREssLImFDRcDRH m (SE) 510(K) ZXWNUES CX? 510(K) m 
FnwF'IN&DM=ISICNSlBNDEiEUZDliF!IW!WEFEEU~ 01-JiW-2000 TbmUZH31-D~2ooO 

X-JAN-2oc. 
Page 224 

MERIDIANldEDIcaT; -m LZL510(k) m: KOO2310 
FZ-KNE m : 442 890 222333 ATrN:GERARD L!iNN 

207AIRJX4VRD.,WE!TT 
-I 

zdERn!MEDI~SY~, 
A!rIN:- l.xxzoY 
16OOWESTMERI!FPKWY. 
sovMa,ur84095 

MEFaTMEDIaLSYtxrlmS, 
A!MN:aFlEsmR l-KmY 
16OOWESTMf3RI!CPKWY. 
sovIH~,ul!84095 

MERITMEDIcsLSYSms, 
A!rIN:- lamY 
1111 Sann vJal?mm 
-, TX 7753.5 

MEEu!rMEDIcl%SYS!rEMS, 
A!rm:- laxm 
16OOWfEZMERlXPKWY. 
Exc#IH~,ur84095 

MEm!T!MEOIaLSY~, 
A!n!N:- la.xm 
16OOWEiSTMERITPWY. 
sovMawaAN,m84095 

INC. 

INC. 

INC. 

INC. 

INC. 

MEFuTsHEAT.lw -., INC. 
A!rIN:wllIwlm ANO- 
P.0. BOX 150356 
CIPE ax?& FL 33915 

510(k) m: K990975 
FTENEiN3: 801-253-1600 

510(k) m K994253 
Fixm NO : 801-253-1600 

510(k) No: KOCXX59 
PI-KNE No : 801-253-164X 

510(k) ND: K902289 
PKNEND: 801-208-4404 

510(k) m: KW3078 
PJrKNE ND : 801-208-4404 

510(k) 1u3: KOO3815 
Ft3xE m : 8uo-963-7487 

mc SLJRXCZiL DEVICES, LIC 510(k) No: K991093 
A!L'IN:GERALDGCZN3 J?HONFa~:4l2-fi26-53CXY 
66OWlLLIMPlXTbLW 
PV, PA 15238 

MEIRIKA, INC. 
AIlTN:JOELsMBIATl' 
510 cIYwMEw PARKWAY 
zimamN& ca 94086 

510(k) ND: K900885 
FiXBE I@3 : 408-524-2255 

MErRIKA, INC. 
ATTN:cIRXN.sM~ 
510 QAXMEAD PARKWAY 
~~NMVXE, CA 94086 

510(k) ND: KOOO887 
FKNEIW: 408-524-2255 

DEXICE:CARDICXEEPER cm/x& l-xDEL cBl2/l2 
SEDECISICNMADE: 25-OCT-2ooO 
510(k) SWMARY AYMIABIE F'FXM FDA 

DEVICE: IN-LINE IYmaxmS1smm 
SE DECISION MADE: 15-&W-2ooO 
510(k) SOBWiRY AVAILAEW FRX FDA 

DEVICE:WiCUXSYFUNX 
SEDEZISICNMADE: 05-JAN-2000 
510(k) SUMARY AVAIUGLE = lXN 

DEVICE:MYXETCATI~TD ,TONWCHD~C~~W 
SE DECISION MADE: 29-M&2000 
510(k) SUMARY AX4IGBGX FRX ZDA 

DJZVIC&I&WlXED IXNXTIC!UJIDEWIRE 
SEDECISICNMZiDE: 04-CXX'-2000 
510(k) SD&MARY Am FlTM l?DA 

DEVICE:MERI!t?DMINXFsDE.KQ 
SEDECISICNMADE: ll-DE&2000 
510(k) SOtWARY AVAILAEU FRX BDA 

DEVICZ:lR?WELEAsEELECBIC~, l4LDEL PIcmmR 
SEDECISICNMADE: 27-D%2000 
510(k) sIxmm?T 

DEVICE:&GD~BASKEF 
SFaDFCISICN&l?+DE: 21-DEG2000 
510(k) S AVAILAEW FRX X)A 

DEVIC!Ei:DFtXHBAlC-FOR mamusE 
SFiDEXZIS1CNM?iDE:26-SEP-2000 
510(k) SUMARY Am FXM FDA 

DEiVICE:DFXHEFdC 
zxDExxs1mMADE:26-JuG2ooo 
510(k) SLJHAFU AVAILVLE F'RX FDA 
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MI-m 510(k) m x991862 
A!rlN:- HEmERxN F'J33lEm: 714-525-8441 
511 ammm FmD 
-, CR 92835 

MIm INC. 
A!llN:- - 
2855 OXFCRD BLVD. 
AXISCN PARK, PA 15101 

510(k) 1x): X01717 
PfmE m : 412-487-1113 

MIaR INC. 
A!Jm:- a3tmLLo 
2855 - BLVD. 
ALLIXN PARK, PA 15101 

510(k) hx): KOO1940 
FHXFiIW: 412-487-1113 

ATrN:- !cEITz 
28438 BIXJARD DR. 
IAKENJFusT,IL60045 

MICRINSMI~I~ 

MIcFoDEItEm, INC. 
KIl!NzMEHDIrn 
2852 - AVE. 
!L.usrm, c2i 92780 

l3niE~ND : 847-549-1410 

510(k) EFD: K993635 
pHoNENO: 714-832-8234 

-,510(k) ND: x993970 

MIaaDEzwr, INC. 
A!lmzMEmIAmM 
2852 WMNUJ! AVE. 
TOSTIN, al 92780 

MIcmDlnxm, INC. 
A!rmMEaDIALEN 
2852 WMXJI! AVE. 
!lmtlmm, CA 92780 

MIc!mDErrEEr, INC. 
B=DlXSTO!ZS-BINBUMANSERUM 
A!lTNzMEHDIALEM 
2852 WAUWI! AVE. 
!lFJsrIN, CA 92780 

MI~DETECI',INC. 
A!rmMEiHDIALEM 
2852 -AVlL 
!rusTIN, aA 92780 

510(k) m K.993636 
FIDE NO : 714-832-8234 

510(k) m: SC393843 
EEKX!Xm: 714-832-8234 

510(k) m: If993971 

F'I-KNEm: 714-832-8234 

510(k) No: F.994029 
pE33NENO: 714-832-8234 

DEVICX:MI~KSTERIOR~ sY= P-9 
sEDEXXSICNM?iDE:13-JAN-2000 
510(k) SlJMARY AD F'ECM FD?i 

DEVICF,:MI~CNDUCZI~~ 
SEDECISIONMADE: 2O-SEE'-2000 
510(k) SLWGRY AVAILMW FTUX l?DA 

DEVIC?!ZMICCR ANEslMEsIA ooNDu(;TIoN KIT 
SE DECISICN MADE: 11-AX-2000 
510(k) StJWARY AVAXABLE FEMM FDA 

DEVICE: MIauNs MI cTaSDFG1aSVIUHE 
SEiDECISICNMADE: 3O-MAR-2000 
510(k) S!mmNmc 

DEVIC'5:MDISM/RNPTEST 
SEDEY.x!xoNMADE:1OdAN-2m 
510(k) SUMiRY AVAILABU FKN FDA 

16J7m-2OL 
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DEVIGGMDI WATFST 
SEDEKXSI~MADE:1o-JAN-2OOO 
510(k) SUNARY Am FKM FLUi 

DEXK.YE:NDIRE'lEST 
SE DECISICN MADE: ll-JAN-2000 
510(k) SDMMARY AVAIUBCZ JY!EKM FDA 

DEVICX:I+DISS-BlESTENzyME BmTHEDmmoFV 

SE DECISICN MADE: ll-JAN-2000 
510(k) StMWtY AVAIIABU FFUX FDA 

DEVICE:MX SNTESI! 
SEDECISICNMADE: ll-J2iN-2000 
510(k) SUbMARY AVAIIABU FFKM FDA 
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MICX)DETECl',INC. 
ATrN:MEmIALEM 
2852 WAT.lWC AWL 
!lIfBnN, CA 92780 

2852 WALNUT AVE., SOlYE H-l 
TUSTIN, CA 92780-7033 

MIcw3DETBX,INc. 
A!rIeMmDI~ 
2852 WlXNUT AVE., SUITE H-l 
TilusrIN, CA 92780-7033 

MIWDEIWl',INC. 
?srlNzMEz0IALEM 
2852 WATBUT AVE., SUITEi H-1 
?Lllslm, cn 92780-7033 

510(k) N)z KOO0477 
PENEND: 714-832-8234 

510(k) ND: KM30934 
FKNEND: 714-832-8234 

510(k) m: KO02358 
PHJNE No : 714-832-8234 

510(k) m: Koo2359 
ETXNEND: 714-832-8234 

MIm-, INC. 
A!rm:GREG I3zEmND 
3722 AVE. ,%UWTIO 
IRVINE, a92606-1849 

510(k) m -120 
Ff-Km ND : 949-262-0411 

Mrcm~cs, INC. 
A!ilN:m4 - 
2GcaxEm 
IRVINE, Ca 92618 

510(k) m: K993672 
FJIxm m : 949-837-3700 

MIm -cs, INC. 510(k) m: KM.237 
UMMTIP), (15MMEWxmw 4&WMMTIP), (2Omlr?xum 

ATl!N:m DATxxmm FT.-Km m : 949-837-3700 
2cKaxEAR 
mv'm& CA 92618 

MIcRo~a, INC. 510(k) m: KOO1454 
=b Y5uFKRT") sILvEPsm HHXXHELC GOIDEWIRE (0.014" D 
ATl!N:MTummLE Iy;uIIuAu30 FfKNEi m : 94943373700 
2GmxEAR 
mvm& CA 92618 

MIcm -cs, INC. 510(k) ND: KO01966 
sImLEl+mEwmBANDANDl53cM,DDAL~BAND 

ATIN:- T%2mNxm FBmE No : 949-837-3700 
2(immEnR 
IRVINE, CA 92618 

DEvIcE:MxDS-DNATJisr 
SE DEXXSICN WE: Or-MAR-2000 
510(k) SDMARY AWUMRTJZ FEMM J!DA 

DEVICE:MOISCL-7OTEST 
SE DECISION MADE: 07-APFt-2000 
510(k) SUMARY AVAIIAEW FRX FDA 

DJZVICE:MOIGL+IADINA'lEST 
SE DECISION MADE: 19a-2000 
510(k) SUNdRY Am FRX FDA 

510(k) SBMARY AVAILABLE FXM FDA 

DEVICE:PFUhlXXQ 
SEiDECIS1CNMDE:03-FJB-2000 
510(k) m 

DEWICEzREBARMICXO~, &mErs105-5080,105-5086 
SEDEXXSI~MRDE: 04-JAW2000 
510(k) ZXIWARY AD FRN FDA 

SEiDEiCIS1CNMADE:18-M?iY-2000 
510(k) SIBMARY AD JTa.f J!DA 

DEVICE: SILWRSPEEDHYDRXHILIC~ (0.014" DIMETEEt, 145cN LEW 

SEDEYZISIckJMRDE: 07-JDN-2000 
510(k) m AVAIUiFU FIMM FDA 

DEVICE:REBARMI~cXMXlZR W-18 [2.3F], 110 CM, 130 CM, 153 CM, 

SF,DFCISIONMADE:2O-JDLv2OOO 
510(k) SUM?iFU AWdLXiLE FRX FDA 
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MIcRo-~, INC. 510(k) m: Koo22l.2 
ATl!N:- - F233E Iv3 : 949-837-3700 
2cxxmEm 
IRvrNE, ca 92618 

MIaa -cs, INC. 510(k) m x002723 
Ds: FmARMIm- FtEEAF-10 11.7FI. 170 u-f. DUAL MA 
zneN:- ?K2lmmm 
2axDYERR 
-, CA 92618 

MI-cs OmP. 
m:NEAL BErJAEz 
46360 Fl?EMmr BLW. 
-, CA 94538 

MI-acwRP. 
zmN:- MERRELL 
46360 Fi?JKm HLW. 
FFG+sxr, cl 94538 

MI- axP. 
A!lTN:SUSAND WLDSIEIN-FALK 
55TcmHixNEILvD. 
f!xnTE200 
c%ERT NEm, NY 11021 

MI- OXP. 
ZXlXfzSUSAND -IN-FALK 
55lwFawEmBLw. 
SUITE200 
GRERl! Nfxx, NY 11021 

MI- OXP. 
lDD1 
A!FlNzSUSAND -IN-FALK 
55IQcmmRNBLw. 
Sfn?I!E200 
GREW! NEXX, N!f 11021 

MIcxNpREcISIoN~~, 
ATINzFRANKEl4SUX 
939 ElnzNrw SHADE DRIVE 
SAN mm, ai 90731 

FrkNE ti : 949-637-3700 

510(k) plx3: K994380 
PIXNENO: 510-979-5029 

510(k) m ml178 
PJTKXENO: 510-979-5068 

510(k) Nz KMx)969 
PIXNE NO : 203-431-15ll 

510(k) ND: K901182 
PI-KNE NO : 203-431-1511 

510(k) m KOO3308 

PI-EINE m : 203-431-1511 

INC.5lO(k) ND: KM2059 
PKNE No : 310-831-1873 

MI&A!CLAWICDIXMXTICS,INC. 510(k) NO: x993699 
m:-Jm PHXENO: 609-953-3380 
338 ,9lKKES RD. 
MEDFcRD,FuOeo55 

DEVICE:MIF@GEWDWFFXJCGWDEMRE, mELlO3-0608 
sEDECISICNMADE:O3-ALK&2OCO 
510(k) SLUWAFX AVAIIABW FRX FDA 

DEVICEi:F@ZXtMICW~ FtEmR-10 (1.7F), 153 CM, DDAL bmmR BAN 

SEiDFCISICNMADE: 28-SEZ+2000 
510(k) tZZMARY AWILABLE FRX FDA 

DEVICEt:CEDIADAUAMpHAssuREASSAY 
SEDECISICNMADE: 02-MM-2000 
510(k) SL&MRY AVAIIABW FRX FDA 

DEVICE:CEDIADAU-ASSAY 
SEDEXXSICHMRDE:O9-JUN-2ooO 
510(k) SOWARY Am F'FUX FDA 

DEVICE:MICRXIFEDIGI'TALINFRAWD Em-,mIRlDAl 
SE DECISICN M?!DE: 22-ALZ-2000 

510(k) %%Z%tY AVAIIABU FRX FDA 

DEvIc33: MI- wIusr~~:,-~ MmELBp-3Bul 
SE DECISICN WE: 01--2000 

510(k) SUMdRY Am FFad ZDA 

DEVIClZ:MICXLIF'EDIG~~~~, IRlDAI, IRlDBl, IR 

sEDlZCISICNM&DE:14-KW-2OOO 

510(k) SOWARY AVAILABM FXM FDA 

DEVICE AMr SPINAL SYsrEM 
SE DECISION MADE: 13-NW-2000 
510(k) X&WARY AVAIIABU FXN FDA 

DEWICX:!lHEtXRIWER 
~DECIS1ONMADE:16-MAY-2000 
510(k) SOMWtY AVAILAEU m FDA 



. 
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~CDMSIONOF 
ATlN:-WPCIWELT, 
6ooDEERfMAD 
lsuITE3 
clm?RY~,NJo8034 

MIDMARKWRP. 
ATIN:MIm SNYDER 
60 VISTA DR. 
P.O. Em 286 
vER%nmS,m45380 

MIDMARK(xwp. 
A!lTN:MftcE SNYDER 
Wl!E 47 WEST, VISTA D-RIVE 
vERsmmS,oH45380 

MIDWEST R.F. LLC 
ATIN:RATzHsHAsHDIAN 
535 - DR. 
HAKlmND, WI 53029 

MmwEsT R.F. LT.C 
ATIN:RALPHsHELsmIAN 
535 - DR. 
HzscmmD, WI 53029 

MIIMLS R.F. ILL! 
m:msHAsEIDIAN 
535 - DR. 
P.O. Kx 348 
H?arLAm, WI 53029 

MI.IlWS R.F. LLC 
A!lTN:FnLFfIsBllsKmN 
535 l?XICN DR. 
P-0. Kx 350 
Hr+KEmD, WI 53029 

Mm3xFJFumwm, INC. 
A!rnJ:cnRA lxlRTLm 
4311 bKm?d IWFZANDYAVENUE 
cm-, IL 60634 

MILLAR IN-, INC. 
ATIN:- ARC.33 
6OOlGUU? FREmm,#534-G 
I-KmlXN, TX 77023-5417 

DENCREX, 1510(k) lWz -680 
PENEN3: 800-257-5782 

510(k) m: -2744 
PFKNEIX): 937-526-8390 

510(k) m: KOO3090 
PJXNEPKI: 937-526-8390 

510(k) ND: Koo2860 
Ff3mE No : 262-367-6925 

510(k) fJD: KW2864 
PHIEND: 262-367-6925 

510(k) m: KOO3C97 
FfXNEN3: 262-367-6925 

510(k) ND: xM)3386 
FSNENO: 262-367-6925 

510(k) m: KOO1545 
PIXNEim: 773-736-5500 

510(k) Wt x993694 
PKNEM3: 713-923-9171 

DEvIaz:vIsImJEsTlmrIc~SY~ 
sEDECISIONM?!DE: 25--MAY-2000 

510(k) sm!tWWT 

510(k) SUbNARY AVAILAEU = FDA 

DEVIC&MlDMWK~ INSTRU%N!DELlYERYS!ZtZX?EM 
sEDEXZISICNMADE:1~-2000 
510(k) SXXIBmW 

DEVICE:KlDEL69O@X!-64: C-SPINEARRAY 
SEDEXXSICNMADE: 22-IGJ-2000 
510(k) SlNBdEW 

DEVXE:HXXX.J~: TRAMaIQExx~ 
SE DECISICN MADE: 21-BXX-2000 
510(k) tTmD?mm 

510(k) LmuWENT 

DEvIcE:-- HEADam;mxL#lmGE-64 
SEiDEXXSICNZGDE: 28-DEC-2000 

510(k) ,%NTNEN 

DEVICX:PIPEl'UJRET 
SEDEX!ISICNMADE:15-JUN-2ooO 
510(k) SD&NARY AWIIAlXE FFtX Ez)A 

DEVICE:MIKlW-TIPAWrICGRAPHICCWHETER 
SE DECISION MADE: Ol-MAR-2OCO 
510(k) ,?Tmmmm 



zilEmmmAwREssLImmwRH~~ PI 510(K) - CR 510(K) sIIp;IIEMELvTs 
lXRFlN?GDECISICNSRENDEREODURlX!lREPERIC.X)01JAN-2~ !mmuGI31-D~2ooO 

MIUEWIWBI~IcAL,INC. 510(k) Ex): KC01806 
ATrN:JERRY ICAFNI Fi-ENENO: 909-621-7646 
36OEM?TE!CNIW+AVE. 
~w.mi, CA 91767 

MZUNNIWBICMEDIC%,INC. 510(k) ND: KOO3143 
m:JERRY ItzAEm PHIEND: 909-621-7646 
36OEASTXNITAAVE. 
cams, ca 91767 

MTLUWIWMEDICaLDm ON, 1510(k) ND: K993848 
ATm:wlusTINE E2.mmEL FlXNEm: 805-963-4312 
I.205 DE LA VIW 
gwIlA BARBARA, CL% 93101 

MINIMEoINc. 
ATIN:- IIYCNS 
12744 SAN Fi?mmco m. 
b5xrMm, CA 9x-342 

MlINIMmINc. 
mm:- IIYCNS 
12744SANFERNlmmR.xD 
-, cA9l342 

MINIMFDINC. 
IxrIrk - LYCNS 
l2744SANF!EmANmFam 
i3YIMm, CA 9x342 

MIrNlmD INC. 
A!rrNzJEtamm LYats 
l2744SANFEimNm~ 
SYLMAR, CA 91342 

MINIMEDINC. 
A!tTN:J-Ermmm LYms 
l2744SANFERNANm~ 
sYL&m, CA 91342 

MlNaBYm-ANOMEG. 03. 
A!rcN:- KEEPaN 
~M~E~ER,BUILDIIG~~~-%?-O~ 
SC. PAuL,MN 551~loo0 

MINNEsoTAmANoMEG. co. 
H!zEmE 
A!irlmLINoA~ 
3M (l?ENmR, BUIIDIW 275-W-06 
ST. PAUL, MN 55144-1000 

510(k) m K991936 
PJXNE m : 818-362-5958 

510(k) ND: KOO1827 
PKNE m : 818-362-5958 

510(k) No: XIX)1828 
PKNENO: 818-362-5958 

510(k) m -1829 
Enit No : 818-362-5958 

510(k) NJ: KO01832 
PHXElIW: 818-362-5958 

510(k) m KOO0355 
FK@EKQ: 651-733-7605 

510(k) ND: KOOO690 

FfSXEM3: 651-737-4376 

DEVICE:-~BIADEs 
SEDECISIONMDE:l2-SEP-2m 
510(k) SObNARY AVAXABIZ FRX FDA 

DEvIcE:MIJLmmm~ES,~ELMB101 
SEiDECISIc%JMADE: U.-DE%2000 
510(k) SUMARY Am FECM ZDA 

DEVIC!E:MlUXWNMHOEiERPU.JSSAFE!IY~I~~ 
SEDECISICt?MADE: 27-J7W-2000 
510(k) ZXJMGRY AVAIIXXE FXM FIIA 

DEVICE: 3.0 ML RESERWIR, mELI m/193 
SEDEXXSICNM?JDE:18-JAN-2000 
510(k) SOmARY AVAIIXU FFCM FI3A 

DEVICX: PAR?mGM~F-SErm~QR,m~324AND325 
SEDFCISICNMTQFi:18-AU-ii-2000 
510(k) i3DMARY Am FRX lWi 

DEVICJQPARADIGM1.5ML -m, l%XEL 326 
SEDEC!ISICNMADE:18-AU%2OOO 
510(k) SOWMY AVAZABIE FIX&S FIlA 

DEVICE:MINIMEOPARADIGMINSULINpuMp,~EL5~ 
SEDECtSICNMADE:18-ACKh2m 
510(k) S AVAIUBLE FFCM FDA 

DEVICE: PARADIGHsOF-SElTDLTIMATE(ER,MXXLS 317AND318 
SEDECISICNMADE:18-AUG2m 
510(k) ZXRWW AVAIlX!U FiXM FDA 

DEVIC!E:3MCXMPLYl249LJ~ PEl?AamcAclD~~INDI~ 
SEDEXXSICNMADE:23-AW-2m 
510(k) ,SUMMY AVAIL&WE FR.X TZIA 

SE DEZISICX MADE: 17-b%Y-2000 
510(k) SWGFtY AVAZABLE ITCN I!DA 



-ADDRESS-mwRH-m (=I 510(K) i5UMMUE CR 510(K) - 
~FINALDECISICNSFGNBBED DURImIMEPFxIcDo1-JAN-2OOOTmxGH 31-DEs2COO 

-wRP. 
ATm:rxNN mERs 
14605 28'lMAVFn. m 
MmNEAKms,Mv55447 

-ocwp. 
ATIN: RIWARDM~ 
14905 26THAVE.NZRI!H 
MlmmmLx,MN55447 

MINXFN, INC. 
A!Jm?:Kl3rIH KREKHMER 
3611 - AVE. 
m,IL60062 

MISONM, INC. 
M'INzALEBU!FCLWCYJR. 
1938NEwHIGmnY 
-, NY 11735 

MITEK- 
ATmzM?aYPx.mFw 
6QGLAuERDR. 
wFzmcm,MA02090 

MITEK- 
RIlT?zmpm 
249 -lLT AWL 
ImlxqMAo2062 

MITEKV 
ATimmRYPLGFw 
249VANOERBILTAVE. 
NxaQMAo2062 

MITEK~ 
zxclN:-~IF 
249mILTAVE. 
IqxwxQMAo2062 

MlTtSUITEXTILEWRP. 
N'INz~JEMCNE 
1450 BFalmu 
NEV?Y~RK,NY~~O~~ 

MExJH.3 USA, INC. 
ATIN:EmEOIcr zm 
673OMESARIEGERD.,SUITED 
SANDIEx;o,CA92l21 

510(k) m x991137 
PFENEIWI: 612-553-3300 

510(k) ND: KOOO028 
PI-KNENO: 612-551-2689 

510(k) N3: KLWO61 
Ffn%mE m : 847-564-0323 

510(k) ND: ICC0927 
FENEND: 516-694-9555 

510(k) hx): -36 
FiX.NEIN: 781-251-3134 

510(k) pJ3: KOO2402 
FBBJE ID : 781-251-3134 

510(k) m KOO2422 
FBZNE m : 781-251-3134 

510(k) m: KOO3076 
PIXNEiNo: 781-251-2794 

510(k) m If192604 
FKNEN3: 212-827-1034 

510(k) No: KOW844 
PXNEND: 619-457-9734 

DEmcx:ENxmDpHx~I~IA~~ 
SEDM=TS1CNMADE:O8-JON-2000 
510(k) SUMARY AVGIABLE FRBf m>A 

Page 231 

DEwIcE:F@2mFmIIHF2ooo~FILTER _ 
SEDECISICNMADE: 04-AEB-2000 
510(k) SLRMARY AWIIABLE FHB FDA 

DEWIGQMINXFWHlVODHIGH~ ECRtMLEDEWI'ALX-RAYUNIT 
SE DMxS1C.N MADE: 07-APR-2ooO 
510(k) SOMNMtY AVAIVBIE FEMM FDA 

DEVT.CE:ATLIGERULTPAZCNI cSmxxJSY~m~AUSS-4 
SEDJiCISIoNMADE:1O-CXZl?-2~ 
510(k) SLWGRY AWGIABIZ FRZM FDA 

DEVI~:vApR2.3NMWElZGEi~ mRusEwrIHvApRsY~ 
SEDECISICNMADE:19-APR-2000 
510(k) SWMAFtY AVAIMEWZ FRZN lW% 

DEWICE:VWRTc~ FmuSEwImvAERII -1mSYsrE2.f 
sEDECISICNMADE:31-AW-2000 
510(k) SO&MARY AVAILZBW FFCM FDA 

DEVIC%VARE'R3.~9OSUCTICN ~EFORUSEiWI'IHVAPRSYSTEM 
SE DECISION MADE: 31-A~-2000 
510(k) SLBWRY AWLTIAEW FICM mA 

DEVICZ%MITEKUJFFIWX 
SE DECISICN MADE: 27-CCC-2ooO 
510(k) SUhMF?Y AVATL%ZZ = ZDA 

DEVIC!E:HENRYscHEIN!RlRGIC7+LMASK 
iZDECISICNMADE:28-.ZN-2m 
510(k) SIMFMNT 

DEVIC!Ei:AB%LUIEI-KZPRFBWKYTEST 
SF,DECISICNMADE:16-JUN-2cNXI 
510(k) srp3cEMENT 



-ADD~LI~FoRwRH-~ 6-1 510(K) 
FmFTN?GDFms1cNSRE.NDEREDDDRIm?HEPERIcD01JAN-2000 

- OR 510(K) B 
THRCUZH3LDEG2ooO 

MmJLEttImmIsEs 
ATIN:JAMIL MxilL 
6387 SAN IGNACIOAVENUE 
SAN JCXSE, CA 95119 

ZYl?IN:MGUELANFGFM 
5mEYzlrmmm 
EDDYt+i!KBE, PA19022 

MxNLYcxEHE?&!mcAEiE 
ATlNzMIGUELAA 
5OOEvmwIN~ 
lDDYf3KN3, PA19022 

l.KxxwmHEALmcARE 
ATlNzMIGDEZANEGRCN 
5ooBALmINm 
FEDYSIl-CHE, PA19022 

INC! 

INC 

-mcs, INC. 
ATlWLMlMIRDJ~ 
1464-m 
HUNMWXNVAUE!C,PA19C06 

MXUA, INC. 
A!rrN:DAvm ozxiFaD 
15RDEGExxaSBEssE 
-, 

MYrIcN- 
lYMN:ALLEN EDYD 
101 B?QUTEY DRIVE 
-, -0, 

l-tlYlxcN IAB SYm, INC. 
ATTN:- cfw3p 
4326 PINE PARK DR. 
Ellm RXEE, IA 70809-2397 

MRIDEVICES~ 
ATlN:w - 
N8 W22520 - DR., DNIT K 
-DR., m- 
-, WI 53186 

510(k) Ex>: K993698 
FTXNE m : 4084293340 

510(k) I0 KWO901 

F'HmEm: 610-499-3383 

510(k) ND: KOC0902 
PSXXIE m : 610-499-3383 

510(k) m m 
F?-KNEm: 610-499-3383 

510(k) Ex): KOOl217 
PIDEN3: 215-938-1499 

510(k) m KOO2191 
FFKNE I93 : 331 467 44674 

510(k) I0 K994241 
FFsxEm: 416 759 9937 

510(k) 1w3: KOOO220 
FXNENO: 225-928-4248 

510(k) E1D: K993898 
I+K'NENO: 414524-1402 

DEVIC!E:SLlNCNH-DXMXBLS,3SLNXXX,~,ANDFCXXXX 
SEiDECISICNMADE:16-AUG2OOO 
510(k) StMmwNr 

%-JAN-26. 
Pacp 232 

DEVICE:KLINlD~REi~ f!xJFux~QowNS 
SEiDECISICNMADE: ll-.JUL-2000 
510(k) SDWARY Am l!xBl FDA 

SEDECISIONMADE: 23-JDN-2000 
510(k) SLRBGRY AVAILMLE FIMM FDA 

DEVICE: INSIDEVIEW 
SEiDECISICNMADE:l.l-JUL-2COO 
510(k) SImmEW. 

DEVICEx0MUAZO EARmgERIIMIB 
SEiDJiCISICNM?BE:il.2~-2000 
510(k) SWMRY AVAIIAPU F'FCBl FDA 

DEVICE:TRX~liCWERTlLTANDRECLlMZSY,Slmf 
SEDECISICN~E: B-JAN-2000 
510(k) SJn!mmm 

DEVICE:MA-300 EIlEmKmm SYm 
SEiDFCISICNMADE:24-FEB-2000 
510(k) SDH?BY AVAIIMLE FF0i FDA 

510(k) SIWJBEW 



~AcDHEssLI~mwRH-~ 
FCRFTNALDEcISICNSF!EWEmD 

CW 510(K) 
DcJRIm'MEpERIoDo1JAN-2ooo 

- CR 510(K) ,%QmmmS 
!WNJUX3LDEC-2000 

MRIDEVIClBCtXP. 
ATrN:tLl33ms - 
l515PAFmaJNrDRIvE 

iziizti, WI 53186 

MRIDEvImm. 
zsruk- 5muBEKc 
l515PJGimmtrDRIvE 
WLJIEWA, WI 53186 

MRIDEvIcEsaxP. 
ATm:m SCINBEKP 
1515 PZWWNNT DFUVE 
WAWESHA, WI 53186 

MFUDEVICESCRP. 
m:m SWUBERT 
1515 PAWMXNT. DFUVE 
wAuKmHA, WI 53186 

MRIDEVI~~. 
ATIN:- SamBERT 
1515 PARAMXN'DRIVE 
WVMESEW, WI 53186 

MRIDEWICESCtXP. 
ATIN:- - 
1515 PAFaMmm DFUW 
wAuKEs& WI 53186 

MRIDEVICESCXF@. 
ATlN:w - 
1515 PAFtANXN DRIVE 
w?lumsm, WI 53186 

MRIDEVICESC0RP. 
ATIN:!l.lm?s t5amaKr 
1515 PAlaxma! DRIVE 
-, WI 53186 

MEUDEVIUZSCXRF'. 
ATlmTI-mAs~ 
1515 PlXWMXNT DRIVE 
wAuKEsn, WI 53186 

510(k) ND: KOO0935 
PKBIE No : 262-524-1402 

510(k) m KCxN.303 
FT-KNE No : 262-524-1402 

510(k) m KC01713 
PKNENO: 262-524-1402 

510(k) m wO1944 
STENENO: 262-524-1402 

510(k) No: x002539 
pH3NE ND : 262-524-1402 

510(k) No: x002602 
~?~K@IE No : 262-524-1402 

510(k) Nt): KO02774 
PEKNEIW: 262-524-1402 

510(k) ND: x003331 
HICINE N3 : 262-524-1402 

510(k) NA x003340 
PI-DIE NO : 262-524-1402 

DEVI~:KF7i-63KNEEANDFCXYI'ARRW 
SE DEXISIceJ M&DE: 07-APR-2ooO 

510(k) ,‘xmmmm 

DEVIC&BRFASl'~~~~D~~MR-By160 
SETDEX!ISIONMADE:2O-JUN-2000 
510(k) imYIB5e 

DEVIC'E:HEW-42WRIS!CAFRAYCXXLFCR1.OT!ESM 
SEiDEXZISIONMADE:ibLJUN-2000 
510(k) Z?IFmmm 

DEWICE:HAG300HEADARFUCo3a 
SEDEXTSICNMADE:14-AUG-2ooO 
510(k) sI?mmm 

DEX~CR~XGO~~I~EA~T~CIXL 
SEDECCSICNMRDE: 3O-.Nx-2COO 
510(k) S.INmEm 

DlWICE:CX!-63 MEERmsrARIuu!mIL 
SFfDEf.xS1~MADE:05sEp-2ooo 
510(k) i3mmGXr 

DEmcEi:HRH-63H!mDAFmYcmL 
sEDEcISIcNtaDE:l~-2000 
510(k) tswm~~ 

DEvIc.33: QiH-149 WRIST ARRM 03IL 
SE DECISICN MADE: 08-MX-2000 
510(k) sI7XmmW 

DEVICE: OBC-149 BREAST ARRAY CDIL 
SEDECISICNMADE: 08-N&2OCO 
510(k) i?mmmm 

16-JAN-2a,, 
Page 233 



-AM)REssmmcDRHm Ekwlmmn (SE) 510(K) w CR 510(K) m 
FURFIN&DECIS1CNSFQTNDEREDDURIKi!tHEPERI~01-JAN-2000 'lTKtGH31~2000 Page 234 

MRLDIKKSTICS 
TtlTN:MIaJwy;NER 
10703 pr3xmss WM 
CYPBESS, ca 906304737 

510(k) ND: K993724 
PI-KNENO: 714-220-1900 

MFUaDIZKSl'I~ 
RITN:MICHAELJbN%%Et 
10703 PFxxasS mY 
cxPFmS,cA90630-4737 

510(k) I'n K993754 
PHNEN3: 714-220-1900 

MiUaDUGIUTCIC!S 510(k) ND: KOOO238 
ATIRMIClTifZLJiGGNEiR ti'm : 714-220-1900 
10703 PlxmFsS WAY 
cxFFaSS,cA90630-4737 

Mm l4EDIcaT, !I!&mNIm PIKMYITm GM510(k) PIX): K994066 
A!rlN:m IsExNAN FRXIEND: 310-410-2769 
P.O. Bx 1954 
CXIWERCI'IY, CA90232 

mPMfmIc!ALTmmIcAL 
ATm:KEvIN r5EamN 

PlXMXIm @4510(k) m KM30337 
FlXNEm: 310-410-2769 

600-POINIDE 
alLvERcrIY,cA90230 

KmEADvAhumTEKxxxaLTD. 510(k) ND: K992386 
?i!.ml:- FllIEmm l3BXE NO : 972 977 18130 
117 Am!mH ST 
-, 

MlmADuANaD~LIID. 510(k) M): ml546 
A!tTN:PAUL DRYDEN pIE%IIE No : 317-335-3780 
6329 W. im!mwrm a. 
v,IN46055 

MmEAlxwcED~Lm. 510(k) m m3349 
ATIN:PAUL DRYDEN pi-ma ND : 317-335-3780 
6329 W. WrmimmN Cr. 
w,IN46055 

MOLTI MEDIA DEblIF& SY-, INC. 510(k) mz KC02425 
ATlN:soYlT - FHXENO: 877-770-8514 
l302MAcYDR. 
KiSWELL,GA30076 

MULTISAFE SDN BHD 510(k) m K993811 
ATrNzmSmKBuEz PIBNENO: 054 348 269 
m764 
BIlXRINDUSTRIALESQZE 
BIlXR,PEFAKDARULFUD7SJAN, 

DEvIcE:HSv-2ELISA1GG,bsmELELo92oG 
SEiDECISICNM&DE: Ol-FEB-2000 
510(k) t%&MRY AD FFCM l?DA 

DEvIm: HSV-1ELF.a IGG,KmGEmxcG 
SBDECISICNMADE:O9-FEE?-2000 
510(k) SUmARY AVAIUBIE F.FKM EDA 

DE!VICE:HSV-1&RSV-2D~CN~ 
SEDECISICNMADE:14-AFi?-2OOO 

IG,mELIBO9ax 

510(k) SUM?GtY AUYKABLE FKM FDA 

DEVICEi:HI'PDI~TW3CARS 
SETDECISIONMADE: 2O-JAt?-2000 
510(k) SUMMARY AVAZABLE FKM FDA 

DEVICE:Ml'PDI~ TKaRlmlxEs 
SEiDEK!ISICNMADE:l.2-AF'R-2COO 
510(k) SUMARY AVAILwLE FKM FDA 

DEVICE:ALUN2000 
SEDECISICNMADE: 07-MNb2000 
510(k) SUMMY AKULAEKB FK&f FIZA 

D~CE:AUON2001 
SEDECISICNMADE: 08-JUN-2C00 
510(k) SUMAFtY AVAILAEm FIMM ImA 

DEVICE:AUCN2OOl~IF'IED 
sEDECISIoNM7+DE: l3-NC&2000 
510(k) smaF?Y AvAILABLe FRM FDA 

DEVICE:MFDIT!D~HDX/mDHDXSPXRA!C~ 
SEiDEXTISIarJMADE: 21-DEC-2C00 
510(k) SUM!AEZ AVAIUBLZ F'KN mA 

DEvIa3: MULTISAEE EllPmmD LA!cEx 
SE DECISION M&DE: 02-M%+20CO 

EXAMINATION-,v 

510(k) snxmm?r 



sm!MnmRADDREssLIsrING~m~~ m (SE) 510(K) SuEiplARIEs CR 510(K) tTmTmmm 
F~~F'INWDECISI~N~F@NXWI DmImTiaFERImo1-JAN-2coO !WFXXGH315Ec-2000 

16-Jzw2oi. 
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MuL~sAE!EsDNBBD 
OrEIN-m 

510(k) ND: -99 
CLAIM(5OMIWORLESS\ 

A!L'IN:ABD.HADIBIN HUSIN 
ml?764 
BIDCR~ESTATE 
355ooBIIXR,PERAK, 

MuL!rIsm?EsDNBHD 
A!JTN:ABD.HADI BINBUSIN 
Im!764 
BllXRlXDUWW&~ 
BJ=% =, 

MuLl-lEAFEsDNBHD 
ATTN:AE!D.HADIBIN HUSIN 
LOT 764 
BIlXR~EiSlXlE 
355ooBIDCR,PEEW, 

Mxc.oMEDI~ soPEvEs, INC. 
m:sANJIv rcLnmR 
101 RISE VALLEX W2UX DR. 
C7+RY, NC 27513 

Mytxrma-, INC. 
ATIWFRAY ADIB 
15425 53RD AVE. SOVM 
'IUWILA, m 98188 

N.M. BEALE 03. 
RIl!N:-Mm 
89oLDsiIm&EYRD. 
Ili4mID, M?i 01451 

N.S. UNI-GUXES SDN. BHO. 
ATINZXlBERTDVANOERLEEK 
TE I-IEaLm (USA) INC 
2420 cI?XSCN ST. fXlI'E I25 
w, CA 90501 

N.S. UNI- SDN. BHD. 
A!tT!NZlU3ERTDVANDERLEEK 
UG I-If?&- (USA) INC 
2420 CaRscN ST. SUM!E I.25 
?rEuaNa, CA 90501 

F'xmm ND : 605 434 8269 

510(k) NZ KCQ1497 
FfmNE m : 605 434 8269 

510(k) &XX Koo1619 
PJBNE ED : 605 434 8269 

DEVICE: MULTISAFE Fc&mER FREEI NMRrLE -,m 
~DEXXSICNMADE:26dJL-2000 ~ (-) 

510(k) tTmImEm 

510(k) rn K990519 
pE%JNEm: 919-678-0680 

DEvIc2z:pI-lmaxEPIDuRAL6(sPmNEEDLEs 
ziEDECISICNMADE:O2-JUN-2OCO 
510(k) SIRnmm. 

510(k) m: KO03287 
F'IENE PJD : 206-243-4214 

DEVIUii:MXXXLK7 EVALUQICNDEVICE 
SJZDETCISICN~E: 06-X%2000 
510(k) SLMARY AVAIIMLE FT0f XXN 

510(k) NZ): K992178 
FfXNE IV3 : 978-456-9181 

DEVICE:BXUXNFXRUL~CEMXXSOOPES 
SEiDEXXSIC.NMNXZ:l2-MW-2COO 
510(k) SmtmmC 

510(k) m: KWO688 DEVICE:UNIGUWENITRILE mERED-mGLlxIEs 
PI-K%3 I'D : 310-328-7981 SEDEXXSICNMRDE: l2-APR-2000 

510(k) SUWARY AVAILAEU FRX FDA 

510(k) m: KOOO689 
EKNEM3: 310-328-7981 

DEVICF,:UNIGUYVENMPILE FUGDER-FREf3 -a- 
SEDECISICNMADE: 28-APR-2ooO 

SEDECISIONMADE: 22-&W-2ooO 

510(k) STmLmmr 

DEVICE:MULTISAFE-F#aXREDNI'mIlE 
SEDECISICNMADE:26-JUL-2ooO 

-, m- (=q 

510(k) SmTmExc 

510(k) nSUWARY AVAILABLE: mx FDA 



N?wRMEG0.,LTD. 
ATIN: E.J. S&lMH 
P.O. Kx 4341 
CRLFICN, MO 21114 

NANMAMFGco.,LT!D. 
A!ITPk E.J. SMITH 
P.O. Em 4341 
CRXKN, MD 21114 

mNmMFGcD.,LTD. 
ATTIN: E.J. S&lI'IH 
P.O. Em 4341 
C'XFRX,m21114 

NAiusBIa u., LTD. 
ATm:MlLTmm ycNEYAm 
27-9 m 4-axxE 
-Ku, TOKYO, 

NARISBIGEU., LTD. 
A!rm:- - 
27-9 m 4-a-KME 
-WI =, 

NAIUSBIGE co., L!lD. 
ATIN:MITsuKoY~ 
27-9 m 4-fIxME 
--Ku, lmY0, 

rtARISBI~m.,Lm. 
ATJN:m - 
27-9 m PCHCME 
-m, -, 

NAluSBI~o3.,LID. 
ATIN:- !KNEYmA 
27-9 - 4-(ImE 
--Ku, Kmo, 

NARISBIGE cn,LTD. 
A!rrN:MITsuKo YONEYAMA 
27-9 - 4-axmi 
sEFma!T-Ku, !l?JKYo, 

NARlsHIGEo3.,LID. 
ATrN:MITsuKo - 
27-9 - 4-a-K&E 
l5zzmmY-IuJ, M%M), 

510(k) ND: K993906 
Fazmm:410-451-0639 

510(k) m K993908 
E-Tim3 No : 410-451-0639 

510(k) ND: K993909 
PmNJ?Im:410-451a639 

510(k) mz KOOiwo 
R=ImEm: 813 33088383 

510(k) hx): KOOll31 
PI3NEND:81333088383 

510(k) No: XX)1910 
PfCHE NO : 813 330 88383 

510(k) m KCQl911 
PI-KBE ND : 813 330 88383 

510(k) m: x001912 
FT-KNE 1u3 : 81 333 088383 

510(k) 1vD: ICI02291 
PHXEEIKI: 813 330 88383 

510(k) m Koo2293 
F'JXNEID:8l333088383 

DEVIGGNANMAIKN-ADJU- ozxtmucrIoN l?lN2 
!iEDECISICN~E: 31-JAW2OCO 
510(k) Smt?wmr 

DEVICX:NRNtGi~ aztEm?Imm Fum 
SE DECISICNM?+DE: 31-JAN-2000 
510(k) ,sfmmam 

DEVICE:NANWVAWUMPUMP 
SEDECISIoNMADE:19-JUL-2ooO 
510(k) it?mmam 

DEWICE:3DM?WJALCXXRSE~~l88NE 
SE DECISICN MADE: 21-APR-2000 
510(k) SW+MARY AVAIL?mE FKN JXIA 

DEvIc.z:3DHDRwLIcFTNEiMI~~l~ 
SEDEXXSICNMADE: 21-APR-2000 
510(k) !XMARY AVAIUWX FKM FDA 

DEVICX:ItMC!MICROIIUEams 
SEDEXZISI~M?iDE: 07-JUL-2000 
510(k) tZXM&tY AVAILAWE F'KM ?mA 

DEiVICE:IW9AMIC!m~ 
SBDECISICNMADE: 07-JUL-2000 
510(k) SUWARY AVAILABU FKM RN 

DJZKZIM-9BMImm 
SEDEXXSICNZGDE: 07JuG2000 
510(k) SUbWiRY AVAILABM EKM FDA 

DEvIa3: l%YlKR-DFuvE B MM-89 
SEDECISICNMADE:13-SEP-2000 
510(k) iSUW+RY AVAILXXE FKM FDA 

DEVICE:~DMYIOR-DRIVENCXXRSE~~~~~NB 
SBDECISIONM&DE: U-SFiP-2000 
510(k) timWARY AVAIUPGf FFXM FDA 

X-JAN-2% 
Page 236 



-ADDREssn FmamH-~ 
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69 510(K) ScBipIARIEs OR 510(K) tXWE%MS 
l4amREDDORING~pERIco01-JAN-2000 ‘IRRXGH31-DEc2000 

NARISBIGEU., L!tD. 
A!cm:- YcNeyAMA 
27-9 m 4-axBE 
-IQJ, -, 

NARISBIGErn.,L?T). 
ATIN:- yct@mMA 
27-9 - 4-cEn-a 
-m, -r 

NARISBIGE ca,LT.D. 

A!rIN:MITsuKo - 
27-9 - 4-a-K&E 
-m, -, 

NARISHIGEio3.,LTD. 
ATImMITsuKo - 
27-9 MINAMMAwlsuyAMA 4-cHM3 
--KU, TCKYO 157-0062, 

MwSHIGEm.,Lm. 
ATl.N:- YczNEYAm 
27-9 - Jl-cYxm 
E3cIxaY-Ku, nxY0, 

rtrmSHI~rn.,Lrn. 
CR 
ATImMllmuKo- 
27-9 - 4.-axME 
--Ku, !tmYo, 

NAEuSBI~oo.,LID. 
A!rm:- ycmm!M% 
27-9 - 4-a%x-a 
--Ku, TOKYO, 

NARISBIGEU., L'ID. 
A!rIm- YctasYAm 
27-9 - 4-a-xzm 
--Ku, Ttxao, 

NARIlsxxr.GEo3.,LTD. 
ATIN:MlITsum Y- 
27-9 - 4.4In4E 
--Ku, mao, 

510(k) m KOO2653 
pK3NEm: 8X333088383 

510(k) m: Koo2658 
PENE I'D : 813 330 88383 

510(k) ND: KOO2659 

PHXIFaIW:81333088383 

510(k) N3: KOO2850 
FTXNElND: 813 33088383 

510(k) MX Koo3298 
PIXNENO:813 33088383 

510(k) m: KOO3300 

PHXENo:813 33088383 

510(k) ND: KM33302 
PEXZNEm: 813 330 88383 

510(k) EID: KW3303 
HIxJENo: 8l3 33088383 

510(k) mz KCQ3304 
PI-KNENO: 813 33088383 

1644&2(x-. 
Page 237 

DEXWE:MMN-1CXRRSEm 
SE DECISICN MADE: 22-SEZ'-2000 
510(k) SOM?tRY A= J?lXM FDA 

510(k) ,SOWARY AVAILWU F!XM FDA 

DEVIC!E:~202ND -s T3lumrG JQYsrIcK OIL BYDRAaIc MI- 

SEDECISICNMADEi: 22-SEi.P-2000 
510(k) SOMARY AvAILABLe F‘RX FDA 

DEYIC'E:MhG2023DI-MXWLICUXRSE/F'INEMI~ 
SEDECISIONMAOE: 054Cl?-2000 
510(k) .%&MARY AVAZABLZ FRX FDA 

DEvIa: 24%202u -s JoYlsrIcK l3mmuLIc MI- 
SEDEXZJSICNMADEi: 214xX7-2ooO 
510(k) ,SONWGY AVAILABLE: ?ZXM FDA 

DEvIaQm-202D ws I-l?wzINo JoYsrIcK OIL I-IYDPAuLIc! MI- 

SE DECISION MADE: 22m-2000 
510(k) SUMMY AWILABIE m FDA 

DEvIc.33: IM-5A IaalEam 
SEDECISIoNMADEt: 22-N%'-2000 
510(k) ST&WRY AWULABLE J?HN 

DEVICE:IM-5BMI(XOm 
SE DECISION MADE: 22-NJV-2ooO 
510(k) St&WARY AVAILABW FRm 

DEVICX:IMdMIW~ 
SE DECISION MADE: 22-W+2OtXI 
510(k) SUMARY AVAIMBIE FlXN 

FDA 

FDA 
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6-J 510(K) - CR 510(K) m 
DORlmTmPEmmo1-JAN-2000 =31-DEc-2000 Page238 

NasIEFAsscc., INC. 
MINzRXERENBSIF'F 
9422 IlEBEw LaNE 
-, NY l.3029 

510(k) bn 
PIXNEPD: 

K993616 
315-676-2346 

NAtNKP=C - Immm'5lO(k) m: 
NDozuPLIwm 
ATlN:EXAUZGMLJIGfZ PENEND: 
1900 K STREZT, N.W. 
WAzamam,DC2ooo6-1108 

202496-7255 

NRspl3xmTsu 510(k) MX 
ATlN:CZ%EUESEMEISCH pHoNEN3: 
257 -AVE. 
NEWERONSWICK,NJ08901 

KOO1068 
732-745-9292 

NDDMEmCALTEcmmXm 
OOOANDD 

510(k) IQ 
Izy;EJ36TICM%IEL2cQl 

m:- KAELIIN FTXNErx): 
17 FnxaEss ANENUE 
-, W 01824 

K993921 

978-244-0620 

I4ExuxRHfRITANm FRAN33 DVP5lO(k) ND: 

m:- ANKI FJKSIEIKI: 
10ALTJxPFzimnmm1SY 
--, 

K993584 

333 834 48500 

NELumlxJRrmNBENNFIT, INC. 
aaEvAPSO2 

510(k) ND: 
vEKEWKR Y-AU-M02+E 

ATm:cT3mYL lKRim l?iXNF4W: 
28QOrsxuFmmBLM. 
-s, MN 55441 

m2686 

763-694-3500 

NEzsc.N- TmImcGIES,5lO(k) m: 
A!tTNtBORKEAWEiST PI-KNEPD: 
301-E N. PmxlLt RD. 
~,TX78501 

K993877 
956-618-0375 

NEKrmmIcs, INC. 
A!rIlN:DAvID - 
104EBLURXZAVE. 
EAST IwxmKm, NY 11731 

510(k) m KOO1455 
FKNEN3: 5X-754-8080 

NErnmus, INC. 510(k) ND: 
ATIN:mILA - E?-KNEm: 
49 PLAIN l3!rREm 
IKXIH -, MA 02760 

EaO1903 
508-643-0434 

DEVICEi:CARDIOX7GtD B~SY&tZ?lBiI 
SEDECISIoNMADE: lO-AR-2000 
510(k) sA!IEmm 

SEDECISICNMADE: 23-MAY-2ooO 
510(k) SOMARY AVAXAETZ Rx&f FDA 

DEVICRNES -msEr 
SEDEcISICNMADE:14-JON-2000 
510(k) m 

DEVICE:NDDMEDICX -lEswmsP--m2 

SE DEXZISI~ MADE: 23-mY-2000 
510(k) SOMARY Am m BDA 

DEVICZ:MUJXXUX, cazmKNI~418A,cooDKNI(=KT418P, SILvERLsMIx:2' 

SEDEtCISICNMADE:O7--MM-2000 
510(k) SiBMARY AVAILMU F'RX BDA 

DEVICFa:ACHIEVA~Y~E,~PS~ Y-ACTiE'S+E, A 

SEDECISICNMADE:18-aX'-2OOO 
510(k) SUbMARY Am FRX BDA 

~DEVIC!E: NEJLXNbRTERSYSTEVSlXRI-lEMZDIALYSIS 
SEDECISIONMADE:25-b!X-2000 
510(k) SUM&Z AVAILAEM FRX EIlA 

DEVICE: AaIzwEm TSH, MJDEL KAW-TSH-960 
SEDEXXS1cNMADE:02-tUJ-2000 
510(k) +TAnMXC 

DEiVICE:NEOaXRLPELVICFLfBtTHERAPYSYS!m.f 
SEiDFCISIONMADE: 29-AUG2OCXl 
510(k) SOMFARY AVAILAEU F'RX EI3A 
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NE&ION, INC. 
ATIWLEEAHEIKKINEN 
72CQRumEWWDHD. 
suIm100 
BALTIZCWE,MD2l244-2704 

NEumsQwLABs 
YNAMPS (l29-256cHANNELs) 
mDAVlDBJONES 
5700 CZXB93 DR., SUI'IE 100 
ELPASO,Tx79912-5538 

NEum%f3cnNLABs 
WINZDAVIDBJCNES 
5700 CXBD DR., SOITE 100 
EL PASO, TX 799X2-5538 

510(k) Imz KOO1562 
F%KN!zm:915-845-5600 

NETJmsmNIABs 
ATl.WDAVlDBXNFiS 
5700 C!FCMl DR., SOITE 100 
ELPpso,Tx79912-5538 

510(k) 1u3: Koo1564 
F%zx3 Ml : 915-845-5603 

NEummMEDI~ SYm 
ZCtlNzDAVIDBJCNEfS 
45150 BUSINESS OYJRJT, sIlE.100 
-, VA 20166 

510(k) IWz KOW865 
pH3NE ND : 915-845-5600 

-a 
ATINzSOSAND -IN-m 
55lmuIHmNBLvD 
SOITB200 
GRFAT NEXX, NY 11021 

510(k) m K993654 
PHXE NO : 203-431-1511 

-, INC. 
ATIN: - J.M. NXm 
49 prd?iIN ST. 
lK%UH -, MA 02760 

510(k) 1uD: KM30565 
F?TmE m : 919-859-4207 

NExmxom, INC. 510(k) m KCXXW.2 

510(k) m'KM11811 
F?TmE No : 410-944-5200 

510(k) Ex): xoOl324 

ET7mE Iv3 : 9x5-845-56ocl 

ND 302P ADvANmZ 3CXXl (ECRABLE) 
ATlNzDAVIDBJCXWS pH3NE m : 915-845-5600 
57OOCR.XDlU%E 
SUITE loo 
EL FRSO, TX 79912 

NEtEmxr, INC. 
mDAVIDB= 
57OOcRcm, sxJIT!z100 
ELPxQTx799l.2 

510(k) No: KM)1692 
FRBEIV3: 9X-845-5600 

DEWICE:NEU-IoNBEHXWXISFWERTRENMEmSY~ 
SEiDEtCISICN&!ADE: 25-CCC-2000 

510(k) tXmmm?r 

DEWICE:SYNNGS (32-64CmNNELS),EsI SyMlMps (65-l28CHANNEW),ESI S 

SBDECISICNMADE: ll-.JOb2OCO 
510(k) SUNW AvAIIA13L FlXX FDA 

DEVICE:NEXJlWSC7+NMEDICZCSYSTEMSA4OOO 
sEDEXXSIONMADE:16-AOG-2000 
510(k) ,SUmARY Am J?FuX JYDA 

DEVICE: SCZNLT40 (4OCHWNEiX) 
SEiDEZISIONMADE: 24-X%2000 
510(k) CX&WARY AVAZABUZ F'IXM FDA 

DEVICE:QJlX-C7iP 
SBDECtSICNMADE:18-APR-2000 
510(k) m AVAIUBXE FEdcM EWi 

DEVICF,:NEUHXXW 
SEDECISICN&NE: 27-J74G2000 

510(k) STmmmI! 

DEVICX:M3DIFTCZSlXNTDNfZ-SIW 
SBDECISICNM7'QE: 27s2COCI 
510(k) SUHARY AVAIUBUZ FEMM FDA 

D~~:~SCANMEDI~SYSIIEMS,M3DELS30u;~I~(~)A 

SE DECISI~ MADE: 17&W-2000 

510(k) X&NARY AWILAWZ J!WN FDA 

DEVICE:NEXJFiOSC?NMEDIC?GSJ!SIWS, MXXLMEDIm8 
SEDFCISIONMADE: 24+X-2ooO 
510(k) SOMMAFN AVAILAKW JXM FDA 



-ADDREssLI~FoRcDRH-~ (SE) 510(K) sUMMWES CR 510(K) t3NDWWE 
JXRFIN&DECISICNSFtENDEREDDUFtINZlHEPERIPERIOD01-JAN-2OC0THFGtGH 31-DEC-2000 

NEwmARLr3sEPs,INc. 
ATm:lxmIDV~ 
11802 KEMPERIlrwl 
AUBURN, CA 95603 

510(k) m I@94273 
Pi-ENEiNO: 530-823-1434 

NEwsrARm, INC. 
ATIN:DoNAzDv- 
ll.802 IazhPERm 
AUBURN, CA 95603 

510(k) No: KfXJ2347 
PIXNEND: 530-823-1434 

NEMDEAL S.A. 
A!TlNzNXMANFESIlUN 
9109 -vER DluvE 
Ftzncmc,MD20854 

510(k) m I@93762 
3IT-KNEm: 301-519-1098 

- S.A. 
RFl!Nz1U3RMANFESTRIN 
9109 CfXENlAmDRIvE 
ErYlmw,m20854 

510(k) m K993910 
PI-DENO: 301-519-1098 

NEKDEAL S.A. 
A!l'lNzNZ%lT+NFESTRIN 
9109 OX'ENHAVEEtDRIVE 
JaYmac,MD20854 

510(k) m x001231 
FT-K@JEm: 301-279-2899 

NlwFcRTmImB, INC. 510(k) m: IQ92133 
-wrarxTTBuMlDIFIER, Kr5c-Hl, ltEWKRCH115OW 
ATIN:RXERTWDICK FWXEND: 949-642-3910 
76QWEST16THST.,RLIXG.N 
USIA MESA, CA 92627 

NEXBNLTD 
ATIwDAVIDLwST 
1801FuxmILm PIKE 
SUITE300 
IcuWlUE,MO 20852 

510(k) I\x): KOO3520 
PI-DNENO: 301-272-3113 

NEXT METBNKM so- txEul!Im5lO(k) m xoo1o91 
EL V3.01 
ATIN:JuANal?a PEREZ PIEBEND: 305-231-0562 
7224 WEST 29lI-l W 
HlXEM,FL33018 

NBE-m 
A!mN:sHuGEN zrmG 
7100 FERNWXDAVE 
SUITE 1922 
&?I-, m 23228 

510(k) m: x992584 
PEEHE ND : 804-755-1633 

DEvIca%m~1m -IAsERsYsTEM 
sEDEC!ISICNMADE:2O-JAN-2000 
510(k) SUMARY AVAIIAEU FHX FDA 

510(k) iTAm%NT 

DEvIa: 1.03.sScmw 
SFaDEYXSICNMADE:O4-FEB-2OOO 
510(k) SUbNARY AVAIMBTE FRX FDA 

DJZVICX:!TAC'PIN 
SEDEmS1aIMADEi:01-FEB-2ooo 
510(k) SUMiFtY Am FFCM EDA 

DEiVIC.E:THEKATJXlHfTANT 
SEDFCISICNMADE: ll-JUL-2000 
510(k) SUHAFtY ATULAETX FRX FDA 

DEVICE: -mo- WIlI-IHUMIDIFIEEtHlY5O-H,~HT5oV 

sEDECISICNMADE:C?&AUZ-2ooO 
510(k) SUBNARY AVAIINZE FECM J!DA 

DEvIa:NExANam,aNx-300 
SEDFCISICNMADE: X3-DE&2OCO 

510(k) SUMARY AVAIIMIE FTCM l!DA 

DEvIaz:cmDIaTET(~ )I l.tmzL m; cmD1- !3cL (SOFIWARE), zal 

SEDECISICNM?iDE: lO-AUZ-2OCXl 
510(k) .SINmEm 

DETVICX: PEi 5OlFGEtXbCNITX 
SEDEiCISICNbtADE: U-JAN-2ooO 

510(k) St&MARY AVAILMLE FHX FDA 
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NICYXJLS~DDIA(;X=6TICS 
ATm:JIMMY PXXG 
33051 CZXCLE AVIADCR 
SAN JUAN CApISTRAm, CA 92675 

NIcHHsINSTMUIEDI7GNXITCS 
ATIN:Jl24blY Km3 
33047 CNLEAVINXXt 
SAN JUAN CN?Im, CA 92675 

NIm-INC. 
ZSlTNZDAVIDws 
6355 JOYa DR. 
GxmN,o804o3 

NI~-INc. 
m:DAvIDw- 
6355 JOYCE DR. 
GcmEN,0380403 

NIccmEpJlmmT&~m,INc!. 
A!TlNzXHNFSPANXER 
1625 K SIREEZ, NW, SUITE loo0 
WGsHmam,Dc2ooo6-1604 

NlDAam-mAB 
ATIrJ:Dz!NIEL KAMM 
P.O. Em 7007 
DEERFIEID,IL6C015 

NIDXXN-mAB 
ATIN:DANIEL Iam 
EoKx7oo7 
DEERFBLQIL6CQ15 

NIDEK, INC. 
ATIN:JEmY Tlsxmma 
47651 - DR. 
Fl3Exm, CA 94539 

NIENMADEEUCIBNICSaXBXATICN 
ATINzJ7NESMDEXANEX 
1ooMAINSTREEr 
SUITE I.20 
cmXG?D, MA 01742 

510(k) m K994140 
H-ImE m : 949-240-5260 

510(k) m: KCN2888 
EKNEhx): 949-240-5260 

510(k) m: I?393939 
F3-Km m : 303-431-94al 

510(k) ND: KCCJ2766 
FHmE No : 303-431-9400 

510(k) 1uD: K980937 
HZNEm:8l3-259-0348 

510(k) ND: KOO2623 
Pi-Km IUD : 847-374-1727 

510(k) m: KOO2630 
FFKNEiIW: 847-374-1727 

510(k) Ex): K99O119 
PKNENO: 510-226-5700 

510(k) m K99395O 
PI-Km3 ND : 978-371-0066 

DEVICE:NIC#XS~~,~EL6O-%24O 
SEDECISICNMADE: O9-MAY-2000 
510(k) SZt@ARY Am FICM lX)A 

DEVICE: NIWADvANIIy;ED 
SEDECLSIONMADE: 2O-X.T-2ooO 
510(k) SUbNhRY AVAILAEU FRX FDA 

DEvIcE:NI~~LFIGEM)m2 
SE DECISION MADE: 29-JUN-2ooO 
510(k) STNBmtC 

DEVIC3Z:NICXXEI'~ 
SEDECISIONMADE: 3O-mv-2000 
510(k) f%ZUBmZ 

DEVIC&NICXRUCMJXLESP-1 
SFtDECISIoNMADE:15-SEP-2000 
510(k) SLNARY AVAZABLE = FDA 

DEVICE:B4OANDB8O 
SEDECISICNMADE: 2O-NUV-2ooO 
510(k) SUN?GU AVAIUBLE FRX FDA 

DEVIUQ~JGSH 
SE DECISICN MADE: 21-NCN-2000 
510(k) SUbl%RY Am m FDA 

DEVICE:EpI-STARSUFGIC?+L,IASERSYSTER 
SEDECISICNMADE: 27-JUL-2CXJO 
510(k) SUbNARY Am FI&X FDA 

DEVICX:cXCILIApEN(xJIN MULTI-USE -, mEL BP-Ezlm999 
sEDEXXSIONMhDE:23-AUG-2@3O 

510(k) SUNQBY Am FICM HN 
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J?CRFINALDECISICNSRlWDEREDDuRINGlT% 

NItFmIcoHDEsImAMERIcA, 
A!I'INzBoNNIEBISHX 
2601 - DR. 
lR?EtNE, CA 926l2-1601 

NIIxNK13HDENAMERIca, 
ATlNzKNNlXBLQ3T 
26OlCME'US DR. 
IRVINE, Ca 92612-1601 

Nlcr-KN~AMwIcA, 
ATINZBCNNIE- 
2601 CTMKJS DR. 
IRVINE, ca 9263.2-1601 

NltHx-AMERIca, 
ZQIt?zEGNNlEBIS?KF 
26olczaMEvSDR. 
IFWINE, CA 92612-1601 

NslI-m Iu33om AMlEacA, 
A!TIN:BCtUNIE BISHJP 
26olcmm7SDR. 
IFCaNE, CA 926X?-1601 

INC. 

INC. 

INC. 

INC. 

INC. 

INC. 

I IaNaS, Ca 92610 

NII-mSEIMI!cSU~m.,Lm. 
ZXITNzRXERTDWyMAM 
222 - ST. 
sMI?HFIELD,m2343o 

NIKMED U.S.A., INC. 
m:ELAINE DUNCAN 
P.O. Box 560 
slTJmlm,MN55O82 

NIPFaMEDIcnT.JaxP. 
ATIN:IcAExxN HADLEY 
x384-UURT 
LExmam,w40514-1268 

NIPmMEmcALcml?. 
A!rJN:KAELYN BADLEX 
l384-CwKr 
LEzmmm,Ky40514-I.268 

510(k) m K992455 
Ff-mE ND : 949-2-3959 

510(k) ND: -338 
FT-DlEW: 949-250-3959 

510(k) Imz x900517 
Pf.?aE m : 949-250-3959 

510(k) PIX): KOO1433 
HElNE m : 949-253959 

510(k) Imz KM1693 
PfxmE No : 949-250-3210 

510(k) IQ KC02473 
FKm No : 949-580-1555 

510(k) ND: KM3444 
PIKNE f;o : 757-365-0978 

510(k) Rx): KWOO79 
EB3lEIW3: 7154494035 

510(k) 1uD: K992699 
PHXIE ND : 606-224-8256 

510(k) I\K>: K992729 
FKNEND: 606-224-8256 

DEVICE:NIEKNKCHDENCXX-2oOlA~AND~ 
SE DECISICN MADE: 07-JAN-2OOO 
510(k) SUbWARY AVAlIXXE F'RX ?TN 

DEWICE:- 
SEDECISICNFADE: 26-APR-2000 
510(k) SUbMARY AVAIL?CW FFUX m 

DEVICE:IJF'EscopEEC,M3DELBSM-llO2 
SE DEXXSICN MADE: 31-ATX-2000 
510(k) SUMQRY AVAXABLE FFCM FDA 

DEVICE: als-9300 - -mm 
SE DECLSICN MADE: 07-Nav-2000 
510(k) SUM-MY AVAXABIZ m FI3A 

DEvIcE:LIFESmPEP,mELBsul~tszzuEs 
sEDECL9ICNMADE:24-CXX-2ooO 
510(k) StW?W AVAILWLE FFUX FDA 

DEmc3z:wEc-71oJApocKGTsIzEE(13~~~ 
SEDECISICNFADE: O8-NW-2OGO 
510(k) SUMMY Am FFtX FDA 

DEVICE:XDELWS-5ooDIGI'lXWRISTBILXJDPRESSURE~ 
SEDECISICNMADE: 21-N%2000 
510(k) SUMMY Am FFUX FDA 

DEVICE:NIIQJPAD -1ammpAD,mEL4777M 
sEDFXXSIC?VMADE:O4-FEB-2OOO 
510(k) SWMRY AVAILABLF: FXN FDA 

DEVICE:~BLaoD -a NEEOLE 
SEDECLSICNMADE:M-FEB-2000 
510(k) SXMlARY AD FTCM FDA 

DEVICZ:~LUERADAFTCR 
SE DEXXSION MADE: 13-JAN-2ooO 
510(k) SWMARY Am m ?XIA 
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NIF!mMEma&oxEJ. 
Rrm:GARy m 
3150 NW 107 AVE.. 
MIAMI, FL 33172 

Nn?FoMEmcnT.Iax@. 
lci?sAND-m 
A!TTWRICHAFtDDEiLISS,JR. 
510 iYlmExm DRIVE 
WEST, FL 33326 

NIPFoMEDI~czIRp. 
A!JTitFUCHARDDBLuISS 
510 m DRIVE 
WEST, F!L 33326 

NmMEDI~,INc. 
, G3754T 
ATlNcRXALJJDARKIN 
1733 CANION LN 
lQiRmJm,GA30062 

NXELBICXNtEUSA,ItC 
ATnkJEFF HAUMEER 
22725 SAVI R?WX PKWY. 
YoFm LINDA, CA 92887 

NXELBINNtEUS?i,INC. 
TEUXDIN2UFCNPLKBENT) 
m:JEFF BATJm 
22725 SAVI RANCH PKWY. 
YcBE?A LINDA, CA 92887 

NXELBI~USA, INC. 
ATIINzmDmW 
22725 SAVI FU4KH PKWY. 
YORBA LINDA, CA 92887 

WXELBIOUiREUS&,LNc. 
ATlN:JEFF HAUSHEER 
22725 SAVI RANDI PKWY. 
YCRBA LINDA, a4 92887 

510(k) m KCXXX44 
PKNEI?J: 888-647-7698 

510(k) ND: KOOl251 
Ff-nIEi m : 903-675-9321 

510(k) ND: KM31465 

PKNEiN3: 954-385-1690 

510(k) No: KOO28l3 
FTXNEm: 954-385-1690 

510(k) m K994191 

ET-KNEW: 770-565-6166 

510(k) m K992937 
PI-Km ID : 714-282-4800 

510(k) t0 K993595 

PEKWE ED : 714-282-4800 

510(k) I\x3: X000018 
J333Em: 714-282-4800 

510(k) No: KOW643 
PFKNEIm: 714-282-4800 

DEVICE:NIPF0INSULINifXRlXE 
SE DECISI(3N MADE: ll-FEB.-2ooO 
510(k) SLNAFtY Am FFXM mA 

DEVICE: SNIPER,MmELO&3872XXSEFUES 
s%DEXXSICNMADE:O7-JULe-2COO 
510(k) SLW!ARY AXQIABLE FRX JLQA 

ic-mwd , 
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sEDECISICNMT+DE:O5-DEXZ-2000 
510(k) SUMARY AX4IIABX FRX JT%i 

DEVIGX:NIF?FtOSAEFXXX sAFE!rYFIsIuLANEEDLE 
SBDEXXSICNM7+DE: 21-W&2000 
510(k) SM@FtY ASMIABLE FICM FI3A 

DEXtCE:SPEFZERFCXJNDHANlXE~, IMHIELS G3753, G3753T, c-3754 

SF#DExxs1cNMADE:0&FEB-2000 
510(k) SWM?W Am FXX4 EDA 

DEVICE:DEWIRLl2@LAWT 
SEDEcIs1mMADE: 29-FEB-2ooo 
510(k) SWbWY AWiUABlX FFCM FDA 

DEWICE:KCBELBIocARE'SM%>IE'lED~~ (INIIENDED l?x llMMEDIA 

SEDEicxS1mMADE:2&JAN-2ooo 
510(k) SUWAFtY AWIIABLE FRXl FDA 

DEVICX:BRANEMARKbi#UM 
SED'EcrsIoNMADE: 3O-MAR-2000 
510(k) SLW!ARY AVAILMLE FRX ImA 

DEVICE:INFT?NC c%MI%x3NpCANcH3RSY~ 
SEDECISICNMADE: 07-SEP-2ooO 
510(k) SUMMARY AVAILXW FRZM FDA 
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FmEL BIOCARE USA. Ire. 
ATIN:m KENNAFk 
22895 EASTPARK DR. 
YcRBA LINDA, a 92887 

mFCG@XATICN 
ATIN:ANN IcrJRxa 
2691). m ixmm' 
wIummm,MAo1887 

lKux(I%ip. 
m FRANCISXDOBSCHA 
2591wExFcm Eimw RD., #400 
SEwIcxLFy, PA 15143 

mv-INVASIVE MItmmmE SYm, 
A!lTN: MA s%XNER, M.D. 
184OhTC!X'AVEi. 
MIAMI BEPa, FL 33139 

rmnNt+lEmm,INc. 
A!rmRIaaRDPE!zmamc 
2605FEEWXCKLANE,m?m 
-s, ml 55447-4755 

FmINMEDI~,INO. 
A!rIwRIa4aDPBlawnT 
2605FEmmXKI?iNEf,mFUH 
-s, MN 55447-4755 

mnNMEmaL,lw. 
AlmzRIa-mRDPE%EmExT 
2605FERNBwx%cLANE,bCfUX 
-s, MN 55447-4755 

BmATTMEOIcAI;Lm. 
ATrN:srEvE - 
I.2505 58'IH AVE. N. 
PLYMXlH,MN55442 

Iu%IDISK?iDENl7GAE? 
m:FucIIAw) - 
P.O. Bczx 435 
-,w).98u46 

ITJPDISKADEXIZXLAB 
A!rm:RIa3AEul KlBamER 
P.O. Em 435 
-, WA 98046 

510(k) m: K902475 
PfXXG ND : 714-282-5071 

510(k) m KtJXB75 
HENENO: 978-658-6888 

510(k) 1u3: K993675 
Pf-mE No : 724-934-8242 

1510(k) m Koou69 
FHIE XKI : 305-534-3694 

510(k) m KOO1085 
PHXENO: 612-553-9968 

510(k) IQ KOO1930 
PFKSE I'D : 612-577-3166 

510(k) No: KC02690 
J?iXBJEND: 6X2-553-9968 

510(k) m IO404 
FFKNE ND : 6X2-559-4794 

510(k) ND: KOO2808 
PENENO: 425-745-2584 

510(k) fJ3: I<002810 
PENEND: 425-745-2584 

DEVICE:REPLXETps~~ 
~DEXXSICX'TMADE: 09-1wxI-2000 
510(k) SU+BFtY AVAILXXE FFCM FDA 

DEWICE:LIPllXJRF,~DFWS 
SEDECISICBTMADE: 25-SEP-2000 
510(k) sm!m@m 

510(k) SCIMGRY Am FXM FDA 

DEVIC3Z:RFSPIJWZNIS, VERSION 4.2 
SEDECISIONM?iDE:26-JUL-2000 
510(k) SWMiWY AVAIL?BU FfMM FDA 

DEVICE:MXFICWIC.N'J.OCB~!CX,FINGERCLJPPOLSE~BIIMFILER, 
SE DECISICN MADE: Ol-M?iY-2000 
510(k) .sXdARY AVAIUBLE FXX FDA 

DEVICE:MZXL85OO,HANDHECDPUUXCXU@ZER, X.DEtL8500 
SEiDEXZISICNMtWE:2OdJL-2000 
510(k) SWB?ARY AVAILAEU FlTM FDA 

DEVICE:MXZL25OO,PAWSATH7+NDHELDlWUECXIMET& mxL2500 
SE DECISION MADE: 11-0X-2000 
510(k) SUWARY Am = FDA 

DEVICE: !XECGl200 
SE DEXXSICN MADE: 22-NW-2000 
510(k) SIWWENT 

DEVIUZ:ANA.~NDNG?WA2EXIRAHIGHCWPERDENIZJLAIXCV 
SE DECISION MADE: 31-a%2ooO 
510(k) ,XWARY AVAIUJXE FXM FDA 

DEVICX:ANA3OOOsMNoNGAMMA2MJXFIEDspHERIcaL~~ 
SEDBXSIONMAOE: 31-OCt'-2000 
510(k) SUbWARY AWUL?BLE FXBf FDA 
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NXDISKADEXCALAB 510(k) m: 
ATIWRICHARD laRsa%m FTXNEND: 
P.O. E!m 435 
LYNPxq~98046 

rmlu?ND~IcALSY~,INc. 510(k) IQ 
ATm:TERRY - Pi-DEND: 
w-6340-RD. 
Fmr ATIaNsm, WI 53538-8999 

I\x%IzANDMQlIcALSY~,INc. 510(k) m 
m:TERRY s Pi-EN-Em: 
w-6340-RD. 
FCRT ATiaNsm, WI 5353&8999 

mFuxAMERlmNMED1~ ClXWXWMmlO(k) ND: 
zYrcN:- BT!mm?l PI-BXENO: 
6595 lXJS?EU RD. SI!E 811 
-, GA 30328 

razmmwrw, INC. 510(k) rx): 
mRmNEiYLc2wRE HEPUEND: 
730 Boslm Km! m?+D 
SUITE 23 
SUDBURY, MFi 01776 

m TExlmxmm, IN!. 510(k) m 
ATm:cAsEY IalREx FKNEiW: 
600-RD. 
ErmN,rL6Ol23 

lazmnxE TEfxmxaIEs, INC. 510(k) NJ: 
m:cAE;Ey KUREK pI-Kxi3.m : 
600 a-luFaI RD. 

21031 67lX AVE. WEST 
LYNNKCD, WA 98036 

NcIiNIGAG 510(k) m 
ATIN:M?lxxT ESCHBAUMER PfDEiIU3: 
SuDmm.5 
-I 

Koo2811 
425-745-2584 

DEVICX:ANA70IWNGAWR2DISPFRBD Pl-lX.XDEWJ?ALATJ-IDY 
SE DECISION ME: 31-OZX-2ooO 
510(k) SOWARY Am J?XBl FDA 

K993176 
920-563-8486 

DEVICE:MOLTI-RACTALREmmmCE K%VLATICNFCWPDEXAANDDISCXXEFX 
SEiDmIs1ONMADE:2O-JuN-2000 
510(k) SW-MARY AVAIMEXE FlXN FILA 

K993337 
920-563-8456 

DEVICE:AFtTXJMULTI-RACIALREmRERE EcxwmTI~ 
SEDEms1cNM?aE:16-MAY-2000 
510(k) SOMMY Am FRX FDA 

KOO2260 
404-242-4243 

DEVI~:SPINASYSTEM 
SJZDECISICNMADE: 25-AU&2000 
510(k) SC&MARY AX4ILXXE FIioM J.mA 

Koa.288 DEVICE:DRlN-II 
97644043438 sEDEfzISI~T:2~2OOO 

510(k) SWMARY AVAILAEW FRX FDA 

IQ93778 
84760889oo 

DEVICE: mm SYm,m4-75o-oo 
SFaDECISICNM?iDE:O6-JAN-2000 
510(k) SObWiRY Am m FDA 

KOO1325 
847-608-8900 

DEvIaz:FmASsIscANT,MmJzL4-250-00 
SFtDEXXSIoNMADE:18-AT..%2000 
510(k) SWMARY Am FRZM FDA 

KOO1833 
425-672-2841 

DEVICE:~TF@NMEWSYST!fw 
SEDECISICNMADE: 28-i%-2CXKl 
510(k) SUMARY AVAXAECE mx I?DA 

KOOO710 
498 341 915050 

DEVICE:MDlO, SEX, SMl2,CB.f 
SE DECISICN MADE: ll-MAY-2OCO 
510(k) sXJMM?Y AXMIAEW FRX FDA 
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NX'JBIcMTXKALo38ip. 
ATlN:PAuLwMAamAm 
200 PFuxPEm ST. 
WALW, MA 02254-9141 

NWABICMiDICKLUXP. 
ATmJ:PAuLwl+mxlwD 
200 - &5TrREm 
WALW, M% 02454 

NWABICMiDICY&ocwP. 
A!rm:PAuLwl@suamD 
2cnPlxmEmsr. 
i-?mmzM, MA 022549141 

cKNA/rnvINcIsY~INc. 
ATlXATJWACl?FNER 
9885MEsARIM 
SUITE I.27 
S?+NDIEW,cA92121 

-DIV. 
JYrmnLm 
203 MAIN f3mm?%' EMB 166 
FLEMmmx, NJ 08822 

510(k) m K993979 
EFKNE Ml : 203-265-7701 

56 - LAN3 
-, CT 06492 

rKvAmnmMED1mSYsIIEMs,INc. 
A!lJNzFCBERTHSCHIFEMAN 
56 - r.mE 
B, cl! 06492 

510(k) p33: XxX794 
F'FKNE No : 203-265-7701 

mx!nEt+iuFGI~SY~,INc. 
ATIlN:rKEL MESSENGER 
10231 BUBB RD. 
m, CA 95014 

510(k) m K992980 
FFKNEIW: 650-529-2850 

510(k) In XXXM95 
PIXNEfPX3: 781-89&0800 

510(k) I0 Koo1761 
PHsNEm: 781-894-08oo 

510(k) i\x3: Koo26l.3 
PXBE I\x) : 781-894-08Cxl 

510(k) m -393 DEVICE:IKWiCURDLESSCURYU%LI~ 
PiatE N3 : 858-558-9203 SE DECISICN MADE: ~~-MAR-~CUO 

510(k) N3: ~993788 
Pi-?mE ND : 908-788-4580 

510(k) FK% KKlO718 
EBJNE ND : 972 267 81861 

DEvIcE:sTATmFIIE~PLusANALY~ 
SE DECtSICW MADE: 17-APR-2ooO 
510(k) aTIXm@m 

DEVICE:~NA/K/~LI~zER 
SEiDEcISIoNMADE:O7-AUZ-2ooO 
510(k) S'Wmmw 

DEVICE:MXXFICATI~TDsrpl pKxKlIEHloxm;usANALY~ 
SEDECISIONMADE:19-CCT-2OC0 
510(k) fznnm@m 

510(k) SUbWARY Am F'KM Xxi 

DEVICE:R.TESTEMXUI'ICW 
!XDECISICW&!ADE:O4-AW&2ooO 
510(k) SWmRY AVAILAEU FfMM FM 

DEVICX:B 
SEDEcLsI~MADE:2~2m 

510(k) SUMJRY AWUIABLE FTirpl m 

DEVICE:MW?SFO2,~EL2001 
SE DECISICN MADE: 22-FEB-2ooO 
510(k) SUMWU AVAIMEKE FFCM FDA 

DEVICE:M38)IFTC!JCt'I~TDMARspo2, mEL 2001 
SBDEKXSIoNMADE:1O-AE'R-2ooO 
510(k) SUW@Y AVAXABLE F'KM FDA 

DEVICE:ENAGEJAWINSEKIS 
SE DECISICN MADE: OB-JUN-2COO 
510(k) SUMARY AVAIIABU FKM mA 
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NmmEfsuxxmSY~,INC. 
ATrN:TERRY ERn3I.m 

510(k) ND: KOMO98 
ET-DE I'D : 408-873-3161 

10231 EKIBB RD. 
cuPEKnm, CA95014 

rax@sYSMEDI~,INC. 510(k) m: KOO1150 
TlXCER,KDEL404NEl3XEBp;LuxkJ~, M3DEL60-6NEE 
ATIN:TElmRs wEz4aN PI-ENETm: 408-73c-6300 
687 h0. PmAVEXJEi 
SJNNWXE, CA 94086 

r@zmsYsMEDI~,rNC. 
A!mN:TI-Kms wli2smN 
687 ND. PASRXIAAVENUE 
m, CA94086 

510(k) m ml151 
HgwEm:408-73o-6300 

f;wAsys~I~,m. 
m:-c- 
687 Ni). PASXXIAAVMUE 
EXNWWLE, CA 94086 

510(k) bnz ml328 
pH=NEm:408-730-63OD 

KwExpHrlFMA 510(k) m KOOlO59 
z+llN:-w- Ff-KXE ND : 905 508 2552 
38oELGINmIMADEAsJ! 
RI- HILL, -0, 

mmFum1SK -W INC 510(k) 1u3: KOO2403 
Alm: MI- R4u3usH PJXNE No : 201-847-6451 
100cxmRrmK~~200 
M, NJ 08540-7810 

NOCLE%RDmaAB 
ATIN:JTM - 
118OOEALWAW 
SDITE 105 
BEL-, MD 20705 

510(k) m: x002782 
piYENEND: 301-623-2500 

NLJcumm(scwp. 
1.0 
A!lT!NzR?+LFHESHUPlX 
7080 ULUM8IA GATtEMY DR. 
(TXXUMBIA, MO 21046-2133 

510(k) E13: K992303 

PIJONEEK): 410-3l.2-41OD 

~ocwp. 510(k) m: IQ92434 
A!lTWFWBIESHUPI\X: PfENEND: 410-312-4100 
7080 OXUMEiIA- DR. 
ULUMBIA, MD 21046-2133 

DEX7ICE:soFlzINESPRlXCLIP 
SEiDECISIONMADE: 12-AJ?R-2000 
510(k) SObMARY Am F FDA 

DEVICE:~IC!AL ~EFAMILX,X~XL~O-~NE~LEE?AL~X~~A 

SE DECISION MADE: 29-JUN-2ooO 
510(k) sm'm@m 

DEvIcm~I~ mEFAMILY 
SEDECISICNMDE: 27-JUN-2ooO 
510(k) SINmme 

DEVICZZItflXB~~ 
SEDEXXSIoNMADE:17-JUL2ooO 
510(k) SIzUmmm 

DEvIa3: NcwMxw(B SCERILEBI~~D~SIS 
SFaDEiCISICNMADE:3~2ooO 
510(k) SLMARY AVAIIARU n mA 

DEVICZ: m 31DIf%GfWEENEEDU 
SEDECISICNMADE: 08-DEcr2000 
510(k) tXUHX7Y AVAIIAEU m l!m 

DEvIcJ3:HElwEsBDApAcxJuIsITIoN~mANDHERMEs~~ 
SEDEXZISICNMADE: 05-DE&2000 

510(k) ,SOMARY AD FXM ?!DA 

DEVICF,: SXXEW%ICF!LNWlXOF(XVmUXXV (SFur), z43DEL v.. 

SE DEZISIOPJ MADE: 27-MAR-2000 
510(k) SO&WARY AVAlIiWX FlXM l?DA 

DEVICE: ITP,MX)ELl.O 
SEDEYZISICNb!ADE:13-JAN-2ooO 
510(k) SOZMGY AMULANE FMd FDA 
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--a 
66,x%9,067 
ATm:mBEKr AETwEmM 
7080cram4BIA~DRIvE 
-m, Ml 21046 

Num, lB2. 
A!rm:IARRY SMlM 
lOIK8?mEmBLvD., UNIT12 
z!&FmST,NHo3031 

NUMED, INC. 
A!lm:NIm LT3FmsH 
288OmINFTmEfn 
I-33-, NY I.2965 

NUMEO, IN!. 
ATm:NI- L?wLEsH 
288OM7imST. 
I-D-, NY I.2965 

NLlMm, INC. 
ATlNzNICHEU.ERIAE'LEW 
P.0 BOX I.29 
In-m, NY 12965 

IVIJMED, IF82 
ATIWNICHEUERLAF!LBH 
P.0 mx 129 
NIaU, NY 12965 

NUMW, INC. 
A!lTWNICHELLERIAFlXW 
288OM?bmSr. 
-, MI I.2965 

NUMED, INC. 
ATlmNI- LAFIESH 
288omNsT. 
mm, NY I.2965 

NIJvA!sm, mc. 
A!mi:m RE- 
10065CBDGWEFQ7iD,SOITEA 
SAN DIEGO, CA 92131 

510(k) m Koo3270 

pi-mIFim: 410-312-4100 

510(k) 1u3: KM)2724 
IXNEiNJ: 603-883-1909 

510(k) m: K991977 
PfKNEiN3: 315-328-4491 

510(k) No: KCXMO4 
FT-ImE m : 315-328-4491 

510(k) m Koo3052 
PI-KNEND: 315-328-4491 

510(k) mz KC03114 
pi!mIFd No : 315-328-4491 

510(k) Xx KOO3276 
l3-KNEIfx3: 315-328-4491 

510(k) plx3: KW3643 
PHJNE ND : 315-328-4491 

510(k) m: K994308 
H33NEbD: 858-271-7070 

DEVICE:~STEPPER~ SET, M3DEL PAKL' NUMBER 189,065,189,0 

SE DEXXSICNMADE: 22-DEC-2000 
510(k) SLUMARY AD FFuX lT%i 

DEVICE: Nr3mLmK 
SE DECISION MADE: 17-KCW2000 
510(k) iTOhMWY AVAIUBLE IXN FDA 

DEVICE:T!BHAK,&WELlO2ANOZ-MED,~EL302 
SE DEXXSION MADE: 27-SEW2000 
510(k) SOMWRY Am FXM FDA 

DEwICEzNIJMEDZ-5A!llRIBm 
sEDEXXSIONM?+DE:l2-JUL-2CX3O 
510(k) SOMARY Am FI%X FM 

DEvIcmNuMEDTYSmKIIANDZ-MEDIIPTvaYcEmms 
SEiDEcIsIoNMADE: Ol-NCIV-2ooO 
510(k) SOMARY AVAIUBLE F FDA 

DEVICX:~TYSHAKANDZ-mOpTIv~ 
SE DECISION MADE: Ol-NW-2OCU 
510(k) SOWARY AVAILARW m EDA 

DEVICE:TYSHAKMINIPEDIXCRICPJ!V~, l.slmL4 107 
SEiDEXXSICNMADE: Ol-DEc-2000 
510(k) SLBWARY AWGL?GXE mX BDA 

DEVICE:NOMEDZ-MEDPI'V~ 
SE DECISICN MADE: 27-DEC-2000 
510(k) iXBM7-W AVAIUBIE FRX FDA 

DlWICE:NW4SIWTUsXEY FAcEre5xxE?d 
SEiDEtCISICNMADE:18-APR-2000 
510(k) SOMMTGY AVlULMW FFXX FDA 
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NUVASIVE, INC. 
lYIm:- EaimAFa 
1al65oLDQlcNERD. 
SANDIEW,CZi92Ul 

NumsIvE, INC. 
P;I?N:R.SCEFHEN REITZLJER 
10065CEDQXX7ERD.,SUITEA 
SAN DIEGO, CA 92131 

NY-- 
X'INzJR!MIEKIWXFSINXR 
P.O. Box 22599 
KAI\TsAs CITY, MD 64113 

aSIS 
ATINEYKNNE FEPMNDEZ 
514 SOVM VERMXTAVENJFi 
-, a+ 91741 

caSISMmIaL,Irc 
m:- F75rmwDEz 
514 S. VELRMXC AVE. 
GLltmKm, CA 91741 

aAs1sREsEAw3H,Lzx: 
A!l.m:JAMEs a-lRIsIENsEN 
514 S. VERXNI! AVENUE 
csLmcaa, CA 91741 

crcxANIcMED1cTIl;muCrS,m. 
Al-IN:-Mm 
8005tcx4mmINDuSrRIALPARK 
IN. 
zY.mmcN,xs66002 

510(k) W KOO1323 
PHXEND: 858-271-7070 

510(k) m KO02677 
PI-EXE EK) : 858-271-7070 

510(k) hx): K993131 
PI-ENE ND : 816-523-7491 

510(k) ND: Koo1464 
PMJNEXD: 626-914-2891 

510(k) NX KOOl176 
Et3ZEpIK): 626-914-2891 

DEVICE:DIW MI- BLADSPE 
SEDEXXSIONMADE: 21-d%'-2OCXl 
510(k) SW4?hRY AVAILWJE JT'FXM FDA 

510(k) m KO02443 
FBXIENO: 909-305-9857 

DEVICi?,:CXLLXXNhUJNDDREXXm 
SBDEXXSIoNMADE:1&ocT-2ooO 
510(k) StRWstY Am FIUX XIA 

510(k) ND: KO02951 DEVICEi:MWEiXANVENMLWX 
FTmNE m : 9x3-874-2om SEDEXXSICNMADE:O8-DEG2ooO 

OcxFEasE OPTICAL mm, INC. 510(k) ND: KC02966 
(HI-B) SOFT o3NITpdJTLENsEsFow~wEAR 
ATJWCl-MCESRVEHNEITE PlXNEIN3: 510-724-0384 
629 TENNEN' AVE. 
PIN&E, ca 94564 

CUJLAR-LJ-C 
A!lm:KEvIN scK3u 
4035SwmDRIvE 
SuI!m208 
EcErmuo, OR 97035-2591 

510(k) tQ: KOOl326 
FTmFsm:503-699-2644 

DEVICE: NWASIVE w -/ Tiralwm1aJLARm 
SEDECISICNMAbE: 25-JUL2000 
510(k) SKJWARY AWiIUBLE m ?mA 

DEvIaQNrJvAsmINS-1 -mm-sYm 
SE DECISICN MADE: 13m-2ooO 
510(k) StJMWY AVAIUUXE m FIlA 

DEV~CE:NY~~~ARDHEL~~CGLY~~INA~~~~~ 
SE DECISION MADE: 22-MAY-2000 
510(k) !tmnmmf 

DEVICET:DIspDsABLF: H-FEMI~BIADBS 
SE DECISICN FADE: 02-a%2000 
510(k) SLJMARY AVAILWJX FTXX FDA 

510(k) SDM??mY AVAIUBIE F'F0f JmA 

DEWICX:CUJGLEX-49SFMEXC%,TaRIc, ASPHERICRLANDTORICASPHERI~ 

SBDEXXS1CNM?GX:08-NW-2000 
510(k) STMGRY AVAIMBLE FlXM FT& 

DEVICE:NA!CWG-IRISPRE-PI-mm 
SEDECISIcXlWaDE: l3-JUN-2000 

510(k) SUMARY AVAILAEW IXN FDA 



-ADDREssLlI~m~~EQuIvAI;wT (=I 510(K) - OR 510(K) - 
FuRFINALDFrcIsI~REND~~'ME~mo1JAN-2w !I!BXUX31-DEG2ooO 

W-C- 03. Iy3 510(k) hx1): x002510 
ATm:KIEvm lmI.Ls F!XINEim: 720-962-5412 
777 s. wADswmH BLM. 
Bux. 2, soI!cE 102 
-, 03 SO226 

CDIN TEfxmxaIEs Em. 
mAD1 Iacum!z 
P.O. Box 248 
YoxaEaM ErJT, 

tIlx.N- 
ATIN:JMm 
2 BIS RLlE W - PII 
IvEcnxw SWR sEI!wI 

ii%?% DEZXWF 
1136 EAST SIUAKL' #4203 
JKRT oc&wcNs, CD SO525 

CHMEmMEoI~ 
zsIlN:DANIEL IzcmmmR 
P.O. BOX 7550 
HGDIscN, WI 53707-7550 

a+lEDAMEmaL 
ATlNtAGBEXI0F~ 
9065GlJIummm 
-IA, MD 21046 

CLScNMmIcaLSATdES,INC. 
AlTNzGARRYACWKLNEX 
2101 D m 
smERsEr,mOBS73 

cwMP1cm1CALa%ip. 
A!rlmJQsEmPSTEmNrm 
59CQFIRsTAVE.,SOUIH 
-, WA 98108 

oIxMKJs AMEBICA, INC. 
lJRINmYm 

w-m 
lw3ozxKmTE~DR. 
MEL=, MI 11042-1179 

510(k) m: KM)2242 ^ 
PI-BNE IKI : 972 4 9591010 

510(k) ND: KC02927 
PIXNEIW: 331 472 21630 

510(k) m: KC01560 
F'XXW ND : 800-368-5776 

510(k) pIx3: K974562 
FT-KNEm: 608-221-1551 

510(k) m: K993407 
H-KXEIW: 410-381-4004 

510(k) m: K993060 
pI-DNE m : 4X3-392-7231 

510(k) R13: KCXXO56 
pE33NE ID : 206-767-3500 

510(k) m K994069 

HXNEm: 516-844-5608 

DEVICE:SbWULENS 
SEDECISICNNADE:1B-CCT-2CQO 

510(k) SUWARY Am FlXM EDA 

DEvIcz:FoLEsmRN-10 
sEDEXXSICNMADE:2O-!XP-2ooO 
510(k) SUbW+RY AVAIUBTX m FDA 

DEVICE:SNZWE&FLEUBLE 
sEDJXTSICNM?hDE:1O-DEC-2ooO 
510(k) SUbNARY AVAILABU FI0f FDA 

DEvIcE:~3 
sEDExxSIcNmDE:24-Am-2000 
510(k) SLWNtY AVAILWX FXM l!DA 

DEvlm: - INWENl!DELJVERYSYSIEM 
SFaDEXXSIoNMADE: 07-JAN-2000 
510(k) S!m!m@m 

DEVICZi:CBMEDAMEDIC%LCNNIBED 
SEDECISICNMADE: 05-JAN-2000 
510(k) SWQRY AVAIUBLE FEaX FDA 

DEVICX:GASFILTER 
SEDECISICNMADE:2S-MA%2ooO 
510(k) StJWARY AVAILWLE FlXX FDA 

DEvIcE:oLxmtc~uP 
~DExztSIcNMADE: 29-SEtl?-2000 
510(k) SUWARY Am FEuX J!DA 

16-JAN-2Oc. 
Page 250 

DEVICE:OLYMKJSUMG30-25RUL TFGXNICmANDmANCILTdRYE 

SE DECISICN MADE: 02-JUN-2000 
510(k) SD&W-W AVAXABLE FFUX FDA 
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o.TxmJs AlaRIm, INC. 510(k) m K994103 
-mwDm 
ErIBJ:L?mA fti7awsw 
'IW aXCRATE -DR. 
MEraw, NY 117473157 

OLYMKJS AMimc& INC. 
QuIpMnvrm VUSE 
ATlN:IlAuRA- TYLER 
'ITtO - GTNIEFt DR. 
mm, NY 11747-3157 

oI4YMms AMERIcA, INC. 
mMIa cxMFmLL 
3131 w!is!r FmAL LANE 
IRVIE, Tx75063-3104 

OLYMKJS AMERXX, INC. 
ATrN:MIaaEL - 
3131wEsT FUXAL LAta 
IHVING, Tx75063-3104 

OLYMPUS AMERICA, IN!. 
A!m?:MIcmEJd - 
3131wBr l0YAT.l ImE 
-, T!x75063-3104 

OXXMWSDIXNX!LTC7iGMW 
ATm:IAuPA -m 
!lm--DRIVE 
MExYILm, NY 11747 

oLYMEusomIc!mm.,LTD. 
ATIN:IAuF?A -m 
!Im--DRNE 
METmILE, NY 117473157 

PENEND: 516-844-5688 

510(k) m: K994106 

PiXNEm: 5X-844-5688 

510(k) m: KW2918 
PKm m : 972-556-9697 

510(k) m KO02982 
PKNt?, m : 972-556-9697 

510(k) I0 KO03721 
PIXNElp33: 972-556-9697 

510(k) rn x994189 
J?JSNENo: 516-&M-5688 

510(k) m: x001766 
FT-KNEp33: 631-844-5688 

CMNI-m SUFGICTiL, DIV.=. Sc%O(k) MX ml339 
Rim:- MILLER PI-KNEIW: 63.2-623-0396 
llOONEwErmxra?mm. 
MmwmLIs,MN554l3-1660 

m-t !l.mimm)LTD. 510(k) m: Koo2922 
lx 12OOMIawzauMs ORLESS~ 
ATINzWILTJAMEPA!llW ' FXNEIUI: 330-966-8878 
7815 VANDERBILT DRIVE NW 
lKRl!H cTWK@J, OH 44720 

DEVICE:C&YMFWUNG30-25RUL 'FRAXNIC~AND~~E 

SEDECISICNMADE: 05-SEP-2000 
510(k) ZXBNRY Am FFad EDA 

DEVICZ:CEXGTJSUM-S30-25RUL !lRAXNIcmAND ASSOCIAaEDAt%ZXZWE 

SFiDEcIs1mMADE: 02-JTm-2m 
510(k) .SUMHtY AVAILAEW FIMM l!DA 

DEVICE:CZYMFUSC!WL?fi!EX~ID~c~ 
SFiDECISICNh?ADE: 25-W&2OOD 
510(k) SIX- 

DEWICE:CXXME'USAU27OO(TJNICALcHFMIswyAWLYZER 
SJZDECISICNM?!DE:25-CICl!-2ooO 
510(k) SIWEmm 

DEVICZZ:MXXFICATICNToGLYMEUS AU27OOulM~cHEMIswyANALxm 
SE~ICNMADE:~~-DEG~CCIO 
510(k) Sm!mdmr 

DEVIcE:CXXM!TUScXWlNEi KINME RE2EENr OSR6179/6279 
sEDEZISICNFADE:2O-JAN-2CGO 
510(k) m 

DEVICE:CXvYMEVSXXE'-N2OOJJCJifX!W~ VIDmPE 
SE DECISICN MADE: 08-SEP-2000 
510(k) W Am FRX FDA 

DEVICX:MRIJT!STSY=VSY= 
SE DFXXSICN MADE: 17-MM-2C00 
510(k) SUbNARY AVAILAWE l?XH l!DA 

DEVIG%CNNI~IX'EXEXMllWT~CXfYVE,~, WITHmINa 

SEDEXXSIceJMADE:16-CCT-2ooO 
510(k) SATENMC 
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cxamx%xLID. 
MEn- 
ATIN:WILUT+MEPATItX 
7815 VANDERBILT DFUW NW 
l$CXLH cFitfKN, CH 44720 

cI%auBJHEAL-, INC. 
757 
ATIN:osl4m - 
3OOr.Amm!mmaJy. 
VERKN-, IL60061 

(IMFavHEaLm, lx!. 
I4mEL HEM-630 
Iam: cYsAM0 SBIRASAKI 
300-PKWY. 
VERXNHIUS,IL60061 

(zt%KN BE?&-, INC. 
ATIN:cz6A?4u SHIRASAKI 
3cQI&HEmEwpKwy. 
VEMNHIILS,IL60061 

avoxENEm,INc. 
ATlmwALTJBPczsNErY 
80 RIzms ST. 
-, ML 02142 

80 w)(=Rs SC. 
cZAmUEE, l-n 02142 

-scIENcE,INc. 
ATIN:sBERYL m 
80 F8zGERs ST. 
c7+mmEE, MA 02142 

mt - 
ZYl'lNzMIU-JAELAJXXJXAS 
79oToRNPIKE!L?rmEr, SIElOO 
mKEizuOcmm,mo1845 

510(k) m: K994246 

PfKNEIW: 330-966-8878 

510(k) Nh Koo1670 

EXNEi~:847-6@%6200 

510(k) m: KOOl671 

pl7sm3m: 84?-68&6200 

510(k) ND: KOO1848 
lX-KNENO:847-680-6200 

510(k) NC): x994112 
EXNEND: 617-492-7289 

510(k) NJz KOO2l21 
Pfxm m : 617-492-7289 

510(k) m: KDO2313 
PHXJEIW: 617-441-4410 

510(k) m: x001773 
Fi-Kmm:978-683-8881 

CmcmP. REixmcm 510(k) m: KO02448 
RLESSOF!tUE4LWM!ER~EBYIEIN PER GRAM). 
ATlNzCCEMEXFKKOCN PIBNEim:O66 780 
59sENwmGvEsTATE 
-, 

833 

DEVICE:C24NI~-,BUlE, -mGLwE, FcixDER-FREE, mLl!i 

SEiDECISICNMADE: 31-JAN-2000 
510(k) esmrmmr 

SEiDECISICNMADE:3O-JUN-2ooO 
510(k) STMWEWF 

DEvIcE:lJIxm~AcrwRIsr~-~~INlp;LIsETJsE, 

sEDE!XS1~FADE:30-X.2000 
510(k) W 

DEWICE:WRCN lIItmLI~sEBLocD-~, mms907 
SEDEXXSIoNMADE:O3-JUL-2000 
510(k) m 

DEVICE:MANUALHER-2/NEUMIC!WMTER 
SEDECISI~MADE: 29-SEF-2ooO 

Fx.lIsA(asDIlHER-2/NEOELISA) 

510(k) StMG@Y AVAIUUZE FlXM EM 

DEVICX:!BXALPS7iMI(XXTIERELISA 
sEDEX!ISICNMADE:3O-AfX-2000 
510(k) SUMARY AVAILABW FFXN l?DA 

SEDECISICNMADE: 30-AU&2OCXl 
510(k) SWdARY AVAILWXE J?XM l?DA 

DEVICE:~ 
S!XDEiCIS1oNM?iDE:18-AW-2000 
510(k) fXWMARY AVAILABU F'XM FDA 

DFXICE:LA!DZ Ex7u5wmm GLCVES, Jic%amm, (a3NIIAINS loo MI- c 

SE DEXXSICN WE: ll-SEX'-2000 
510(k) !ZNmEm. 
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oPM-c.lNmEI 510(k) MX KOO1227 
, &!licxIC) DAILYwARctriNmm IlENs (c!LmR&BLuEvIsIBm 
A!rIN:M?4u!IN DALsm HENEND: 970-243-5490 
623 - DRIVE 
GRANDJUNCl'I~, csD81503 

OPMa--, INC. 510(k) WG KOO2703 
ATmzwERNmPS(xaAN Pi-33E NJ : 35237&1027 
5921 ra?mFmT 38TH islmEr 
B, FL 32609-1515 

OETICXI -, INC. 
ATIRGAWJSYNX 
7615 G(JLDEN TRIANXE DR., 
.SUITEA 
EDENPRAlluE,m55344 

~IcMpI3IEx;sY~INc. 
AT.u?:lIJoFm MljzuAN 
9344Nw13mSTREEz 
SUITE200 
MIMI, FL 33172 

oET!nmTa IlYwxzm SYm INC. 
ArrIN:m MItEAN 
9344NwIl3IHm 
fsuITEi200 
MIMI, FL 33172 

oF?rIMIzE, lx!. 
ATm:KEN CXKG 
420 BLOSSCM HlJX RD. 
IDS GA!K6, CA 95032 

OPMSONIC, INC. 
HnxamIx) czcxwKT lIENsEs 
ATIN: JCHNMSZABOCSIK 
203 lKXJS3 iW3MH A= 
SUITE #l2cKJ 
cHIcpM>,IL60601 

510(k) NX K984579 
FTXNEH3: 608-877-2635 

510(k) ND: KOOOO34 
HEINE ND : 305-717-0039 

510(k) Xx KM)0415 
FBXEN3: 305-717-0039 

510(k) ND: KC01169 
EXBlEf33: 408-358-0925 

510(k) 1x): KOCXB38 

Pi33lEm: 312-553-0828 

opI?ws -, INC. 510(k) m: K992414 
ATINtRENEFaJTHIBEWLT FTDIENO: 508-643-0434 
49 FJIAIN l!talmm 
Nxm -, M?i 02760 

DEVICWUL'fRAVUE 55/P&C (B A)SOl?T(MULTIEWiL,SH3ElUc2X 

sEDEXZ!ISICNF?QE: 29-JUN-2ooO 
510(k) SiBWARY AVAILAEU FIQ.f FDA 

DEVICE:C&PEBM30 
SE DECISION MADE: 21-NCN-2000 
510(k) tXWmmW 

DEVIC!E:CX'NDPRXEA 
SEDEcISICNM7dDE: 21-DEtG2COO 

510(k) SfMGGtY AVAILWLE FRX FDA 

D&XtC!F,:OIS-STAND AUX'EZDlFGNBTICUL~SY~ 
sEDECISICNMADE:24-FFB-2000 

510(k) SMdARY Am FRX mA 

DEVICE:OIS-25OODIAfXB!ICULTRMCUNDSYSl!JiM 
SEDEZtSICNMADE: 11-AE'R-2000 

510(k) SUMNRY AVAILAEILF: FXM FDA 

DEvImoFTlxuHovDsY~ 
SEDEms1cNMMm16-MAY-2cm 
510(k) SUbNARY AVAIUBLE FFGf EDA 

DEVIC.3QCRICNC?iRESYSlBlEDRlFlECLEMIlGANDDISINEXXINOFSOFT( 

SEDEcIs1~MADE:05-JuN-2000 

510(k) i%BMRY AWQLWTaE F'fUM FDA 

DEVICE:PFUYlXNBEaM!lHEFWX SYSTEM P=w 
SEDECISICNMADE: 21-JUL2ooO 
510(k) SUMMARY AvATIdBLF: FRX FDA 



ExEMmmmADDREssLI~FoRcDRH~~ (=I 510(K) fiWWUESOR510(K) - 
FcwFT.WLDECIS1CNSRENOEREiDDURINTFB3PERICD01dAN-2000 !l%FGGH31-DEG2000 

X-JmJ-2ci. 
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OPuSDrnLrn. 
ATIm- - 
ll7AwJzAHsr. 
PA*-, 

oFuSDEmL!sD. 
ATIN:- FRlzmAN 
117 AHWAH SIT. 
RA'ANANNA, 

cmMErRIx, INC. 
ATIN:raNcY BIJlmER 
l274OHlIxcmmTMAD,m100 
DAILAS, TX 75230 

cBAsoRE 1, IIK. 

iTLN:R.SAM NIEDEATA 
1745 ENCN AVEi 
-, PAl8018-1799 

- -IEs, INC. 
?CU?:R.SAM NIEDBALA 
1745 EA!iXN AVE 
m, PA18018-1799 

cstAmRE -IEs, INC. 
ATlN:R.SAM NFJDEATA 
1745 ERICN AVE 
BEIHBBM, PA18018-1799 

czRsuRE -lEs, INC. 
A!l?IN:R.SAM NIEDEWA 
1745 ENCN AVE 
m, PABOX!- 

- -IEs, INC. 
A!l'IN:R.SAM NIEDEX?i 
1745 EATON AW 
m, PA18018-1799 

cavEma WIES, INC. 510(k) In KOO2010 
iYITN:R.SAM NIEDEALA FTzKNS No : 610-882-1820 
1745 EA'KN AVE 
BEZlSW%, PA 18018-1799 

510(k) Nh XXN990 
F?-KNENO: 972 977 18130 

510(k) 1\x3: KO02899 
FKXQZND: 972 977 18130 

510(k) In KNI2620 
PJz?mE In : 972-728-5534 

510(k) ND: x992918 

PIDlE ID : 610-882-1820 

510(k) m K993208 
PJ3XE 883 : 610-882-1820 

510(k) m: Ko399 
Pi33Em: 610-882-1820 

510(k) N& Koo1197 
PEKBJE ND : 610-882-1820 

510(k) Wz KO01976 
F'!XNE NJ : 610-882-1820 

DEVICE:OPUS 1ODEXf7GDIoDELASER 
SEDE(=ISICNMADE:23-JUN-2000 
510(k) SObWBY AVAIIAHX FFCM ?XA 

DEwIcE:oFus2o,MzmLm 
SEDECISICNMADE: l2-D-2000 
510(k) SUbWARY AVAXABTX FlXN EDA 

DEvIa3: - SYSTEM 
SEDECISICNh!?iDE:16-KW-2ooO 
510(k) SOM@ARY AVAILAEW FlXN FDA 

DEvIa3:sn:A~ MICXMLATE EIA, MXXL 1103 

sEDExxs1~~: oz!-APR-2000 
510(k) StIMARY Am !ZUX FDA 

DJWICE:SIC~ lIfmxmrMImmEIA,mELllO41 
sEDECISIONMADE:O3-AE'R-2OCO 
510(k) SUbNARY Am FlXM FDA 

DEVICE:STCFCP~ MIcFUHTNEEIA,~ELl~l 
SE DECISICN MADE: 15-M&W-2CXXl 
510(k) ZiUhmRY AWULAEZE F'ECBl mA 

DEVICZ:CXXAINE~ -MIamEIA 
SE DECISICN MADE: ll-MAy-2ooO 
510(k) fiXMWRY AVAILABM F‘RX l?DA 

DEvIa3: SIC B?lRBw I.rmmzmMI~~EIA,mELllO81 
SEiDECISICNMNE:O6-DJX-2000 
510(k) SUMFARY AVAILWLE FFCM FDA 

DEVICE:S'ICMGIHADoNE INTEXWT MI-m EIA, MYXT., 11421 
SEiDEXXSIONMADE: 29-IWV2CCO 
510(k) ,SUMWtY AVAILMU FFW FDA 
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cxvlsY=, lxc 
ATm:BEFumRD SESSMAN 
764 SPEBNEUAVE. 
SUITE4 
- F!LAlNs, NJ 07950-2231 

cIE?AsYm, Ire 
ATm:BEEmwn ftaEsw# 
764qAvE. 
timTIE 
lxRms PL?ms, NJ 07950-2231 

cxtlEx=, ILL! 
A!rI!N:BEFaRD SESSMAN 
555 PASSAIC A= 
wFsrcz?ummL,w07006 

OFuaEc -m, INC. 
ATIN:-- 
37coHAvENcT. 
MRaoPARK, CR94025 

CRATm -m, INC. 
m:sHEIIA - 
37OOHAvENCr. 
MmmPAFx,cTi94025 

(zxaTEc IIvmwmEm, INC. 

510(k) ND: KOO0846 
FBXEZID: 973-267-5632 

DEVICJZ:'IKDSC!iXWS 
sEDECISICNMhDE:O4-DE%2000 

510(k) StMmRY AVAXABLE F'RX ZDA 

510(k) m woo847 DEvIcE: CRALUBE 
pH3NE ND : 973-267-5632 SEDEXBXNMBDF,: 27-m?-2000 

510(k) SIRTmmC 

510(k) m KOW348 
PiXB?END: 973-227-5505 

510(k) m: K992805 
PJXNE NJ : 650-369-9904 

DEWICE:TDKHANDPIECTS 
SEiDECISIoNMADE:O5-CCI'-2000 
510(k) m 

DEvIc33: cEcl!EE ABTxER4 pI7ca3Es (mm-J tsIJciTm FTGBES) 
SFaDEXXSICNMADE:O4-FJ!B-2000 
510(k) StRMAFW AVAIUBLE FFuX ??DA 

510(k) plx3: K994333 
PfENEND: 650-369-9904 

510(k) N3: KOCO691 

DEvIcE:oRA-5o~sYsTEMm~ 
SF!iDEXXSI~MADE:18-JAN-2ooO 
510(k) SFMMARY AVAILAFU FEI(Ta mA 

DEWICE:VUUXN ~ICAL~MIExzLNmmLI~mSELs, 

SEiDECISICNM?UJE: 04-MAY-2000 
510(k) SUMNRY AVAILWU IXM ZDA 

vor.LmLI-cHIsELs,-EFLMLI-CHISELS 
ATnkJEraIFm- Pi-Km m : 650-369-9904 
37OOHAvENaxFa 
MmmPAFq a94025 

cRExaxwImRaDI~Lm 510(k) In KC03256 
ATIN: lxxma PmINm I333lENo:508-643-0434 
49 PL7uN L5xmET 
rKl=cIH -, MA 02760 

-mm. 
A!lXNz~ARIVAS 
lOOAKZ0AVE. 
DUREIAM, NC 27712 

510(k) m: K994343 
FBmE ID : 919-620-2288 

-mm. 
A!FJNzFiEBE0XAFUYAS 
1OOAW.OAvE. 
DURHAM, NC 27712 

510(k) Wz KOO0378 
PKNE ND : 919-620-2288 

DEVICRF0XDIGI!MaJl@G~DEVI~ 
SEDEXXSICNMADE: 08-KtTJ-2000 
510(k) SUMMARY AVAIUBLE IXM FDA 

DEVICE:E?ACl?/AIEFU'SV 
sEDECIS1~MQDE:10-FFB-2000 
510(k) SWN?iFU AVAILAEU FIUX JmA 

DEvIm: BAcr/A.LEKr MB aJLmJRE EYYITLE 
SE DECISION MADE: 02-&S?%2000 
510(k) SLNMRY AWILAEXE = EDA 
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(IxmtmrTEKNII(Am. 
ATm:m - 
lOOAK!iQAVE. 
DURHAM, 6%: 27712 

tIzaAKN-03Rp. 
ATl!Nz~ARIVAS 
1OOAxzoAVEh 
DIJRHAM, NC 27712 

-sYm-INC. 
m-921 

ATlNzSWAND GorJxaEIN-m 
55mKmmNEmD 
SuIT!z2cuY 
CzREAT NECK, NY 11021 

oFuIm-es, INC. 
~JULESTMIXHEL 
305 MADISCN AVE2WEi 
SOIm2501 
NEW YCSK, NY 10165 

(I.Fum-Q%Ip. 
lxIrIN:~FRE?!sIER 
106wEsT12200Soum 
DRAPER,vT84020 

C8?EK)DEWEUXMWo3Rp. 
ATTN:aAlDL FEamsER 
106wEYr l22OOSoum 
DRAFER,UC&4020 

oTcM3n 
AlrlxBRIANm 
8909 REGWJ!S PAFB DR., #410 
=A, FL 33647 

~ChLDIFGNXTICS 
Ducrsm!mKrT 
ATINzmJPHIIUPS 
100 INDIWCBEEKDFUVE 
Frmiwim, NY 146265101 

510(k) m: KOOO492 
mm3 N3 : 919-620-2373 

510(k) Nh -3104 
PI-K&END: 919-620-2288 

510(k) No: KOOlOO8 

FiDEN3: 203-431-15ll 

510(k) m: KOO29S9 DEVICX:mE 
PHXEiND: 212-681-2100 SFlDEc!Is1cNMADEi:14-DEc-2000 

510(k) SUW?G?Y AVAIIABU FHX FDA 

510(k) No: K994370 
PJ33lE~: 801-553-9991 

510(k) m KM30321 
PI-DEW: 801-553-9991 

510(k) NZ XXX)358 
EKNEN3: EW-999-3161 

510(k) m KM31769 

FTXBEND: 716-453-4253 

DEVICE:~DEvEulpMwTW KNEFIsYsri?M 
SEtDEiCISIoNMADE: 24-m%2000 
510(k) !XRMARY AVAIMBLE F'RX J!DA 

DEVICE: HE2aw laImrARalpsYsIEM 
SEDEXISICNMADE: lO-APR-2000 
510(k) STA!B5m 

DEVICFI: l--sILTI --MASK 
SEDEcIsIoNMADE:O9-JDN-2ooO 
510(k) sI7amEm 

DEVICE:VITFUXCHElMISTFUPRCDUCH cREAM!sLIDEs;~~sTRYpRL: 

SE DECISIXX FADE: 21-JON-2000 
510(k) SBNARY AWUIABLE = FDA 

cXMMLlXCALD~CS,INC. 510(k) ND: Kooo566 
a, vM!Fa IINMUKD-C -PsA- 
m:m FALX) PI-KNEIW: 716-453-5735 
1CXl INDIGOCREEKDR. 
W, NY 14626-5101 

DEVIUQMDAD-DIME!R 
SEDEXZISIoNhBDE: 07-JON-2ooO 
510(k) SUMARY AVAILAX IXM FDA 

DEVICE:EXT/AT.EFtTcsR 
SEiDEXXSICNMADE: 2O-CCT-2000 
510(k) .tXWGRY AVAIUEGE = J?DA 

DEvIa:--EAR-, mELs Tr-901, Tr-911AND 

sEDExxs1cBJMADE: l2-APR-2Oca 

510(k) ,Z.UMMX AVAIJNLE FXM FDA 

DEXIC!J?,:~FICM!ICNTDVITRZ) IMfXMBIXtXXFICPFXDLKTSPS?iFWQZNTPA 

sEDEY.ZISICNM?!DE:O9-MAR-2000 
510(k) SUMWRY AVAILAEU FRX EDA 
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~CALD~C+S,INC. 510(k) ND: x001133 
ATm:- l5z-mmN mKmm:716-453-4041 
loo INDIGocYREEKDR. 
RXGSIER, NY 14626-5101 

SW DIXNXTIE, INC. 510(k) m: KOCU.266 
MINBl2/FtXXJ!E FGssFmPAcx3, pw3DucTs~cELz;FUXI!EPA 
ATI!N:DARTJEm pHILI;Ips lTXNE bit3 : 716-453-4253 
100 INOIGoCXEEKDRJYEi 
-, NY 14626-5101 

smDmCS,m. 510(k) I\K): KOOWlO 
CISC%IBWXRKITl 
A!l.TNz~ASHULMAN PIxmNo:716-453-4041 
100 INDIGoCl?EEKDR. 
]WXHESW NY 14626-5101 

OF?MXLN~D~~,INC. 510(k) IWz KC01679 
lzmIcRm3 
XITNzM?4UZTGASHOLMAN PlXNElpIx): 716-453-4041 
1ooINDImcxmK~ 
IurammR, NY 14626-5101 

maDmCS,m. 510(k) m: x001885 
PlXWCISVKITl 

ATlN:- tix3mmN FBXEN3: 716-453-4041 
1OOINDIm~DRIvE 
FCHESMt, NY 14626-5101 

SC73L DIM?Xl'ICS, INC. 510(k) IW: KM33112 
ATIN: sum wEmER FHXEIW: 716-453-4469 
1ooINDIGocxEzxDRIvE 
RXHCXER, NY 14626-5101 

-, INC. 510(k) m K992850 
m:BEN - PHJNEKI: 901-888-5614 
711 cHANEx m 
v,?N38017 

-, INC. 
-ATm:BEN SHAPPLEY 

711 aYlANEY am3 
v,TN38017 

510(k) m: x992856 
F'ISBE ND : 901-888-5614 

-, INC. 
ATIWBEN SHAPPLFY 
711 CHANEY OYVE 
m,mml7 

510(k) 1u3: x001254 
PENEND: 901-888-5614 

DEWICF.:VI!ClWCHE2JISTf?Y~ Eoc)2!%IDE& mKI!r2 
SBDECISICNMADE: 24-APR-2000 
510(k) SOMARY AVAIIABLE FRX EDA 

DEVICE: vIlmKxs IraMMmm-c!w lvLATE - PACX l/2, Yt!m 

SE DEXXSICNb?ADE: 02-MAY-2000 
510(k) SLIMARY Am F'FCM FDA 

DEvIm: vrmx cz?mlIsTPx pI3xmmsmsLIDE, vlrm!msQHEMIsTRYm 

SEDECISICNM7X)E: 05-MAY-2000 
510(k) SLRMWZ AWiIL&BLE FXM JTFT 

DEVICE:~CZiEMISTRY PRwucrsAsTsLlDEANo~sTRY~~ 

SBDEXXSICNMADE: 28dON-2000 
510(k) iX#ARY AVAXABLE FIX&t FDA 

SJ3DEX!IS1CNMADE:2O-JUL-2000 
510(k) SLMGRY Am FIUX FDA 

DEVICE: vITRc6 --cm~~-HBs- 
SE DEXXSICN WE: 02-IWJ-2000 
510(k) iXRW+RY AVAIUIXZ FRX FDA 

DlWICF,:t@GEUANTIB~~NAIL 
SBDECISICNMADE: lO-MAR-2000 
510(k) s121TEMENT 

DEVICF,:h!MELUN~~NAIL 
SBDEZISIGNMADE:1O-MhR-2000 
510(k) LTFUWEW 

DEVICE:~,INC.~sY~ 
SFJDEC!IS1CNMADEt:l.3-DEC-2000 
510(k) SIXIFmm 
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cs%lmBmaw, INC. 
ZVl.N: wItLTDH H.E. W CWSEN 
1001PENNSYLUANIAAvE. NW. 
6THFIMlR 
-,Dc22ooo4 

cm!tXX'AEDICBIW=,m. 
ZZiN:MEXCDYFM?WTN 
l599olmKm~- 
LmP, bsuITJs100 
m, AZ 85260 

-, INC. 
ATm:NIcoLE l2mmmIm 
8oQmNsT., tsmTFl604 
-, w==G 

cIREKmc, L.L.C. 
mDA..wm 
2OOGFaxmL?wE 
SUITE c-loo 
pLI!wAm HlLL, CA 94523-3389 

- 03. 
NI'IWWIE IDE 
45GFalxrvALLExl?Km. 
MATMEN, PA 19355 

a!xmNw, INC. 
AT!IN:GILBERTPKXlRKIII 
149OlwEsT llm &tnmm! 
cllxmE,Ks66062 

(xsBcnwm, INC. 
ATIN:GILBERTPE%XJRKIII 
14901wEsT 117Tl.v bTrREm 
oLA!mE,Ks66062 

usmXENIC!SBIa.lEOI~,INC. 
50 
~RICNARDAI-@MER 
64OlME;ADowsWESTDR 
FORI! Fx%TM, TX 76132 

WlXGENICSBI~IoAL,INc. 
c, Cs-O516x! 
TsrlwcHAD BARTEE 
323464MST. 
LUBBOCK, TX 79413 

510(k) N3: KtXl167 
pH%JENo: 202-624-7249 

510(k) m Kooo797 
FT32mm:480-596-4066 

510(k) t?Z KOO2053 
FTDlElN3: 514 861 4074 

510(k) pie: K994288 
FTZEPJEW: 925-356-2640 

510(k) m K994337 
PIKBlEN3: 610-640-1775 

510(k) ND: IQ93787 
PrxmNO:9l3-390-7146 

510(k) No: KO02156 
Pr-mEIm:9l3-390-7146 

510(k) NX K993610 

F5ENENo: 817-294-3644 

510(k) No: KOO3028 

I3-mE No : 903-677-3950 

DEVICE: OPI BAN0 
SEDECISIoNMhDE: 07-JOL2000 

510(k) SUMARY AVMLAEW = FDA 

s-JAN-2 
Pacp 258 

DEVICE:GBL2.OMfMIt'TI !@iCANCZXR,~ELlO-1629-01 
SBDECISICNMADE: 03-AE'R-2000 

510(k) SUbWiRY AVAILABLE = FDA 

DEVICE:NWTlWiKSY mm oFTIm, l.smELl900.004 
SEDECISICNMADE: 03-AWS2000 
510(k) SUMARY Am FRX 

510(k) St&WRY AVAILABX JmX 

FDA 

FDA 

DEVICE:VTlJXS i?QWRXDmC -amIDFILLER 
SEDEXZSICNM?bDE:14-DEC-2m 
510(k) SQMRY AVAILJWE FXM IXMi 

DEVICE:AFPRAISF.X%RO IO +sA!mx ctIauaI~KIT 
SEDEXXSICNMADE:14-APR-2m 
510(k) St&MARY AVAIUiW% FR% FDA 

DEVICE:APPRAISEiURINEMI~aXLEClZ~~ 
SEDECISICN&!ADE:19-D~2000 
510(k) SOWARY AVAIUBTE FNM FDA 

DEVICE: cy?DpLAsT~,~ELsR-250,FU'-250,RU-250, RPS-25O,RpG2 

SE DECISICN MADE: 02-MAR-2000 
510(k) .SUNWY AVAIIAEU FEMM = 

DEVICE: c1yT13mpsT SUTURE; CS-0318, CS-0416, CS-0418, CS-05l.3, CS-O5l3l? 

SEDEXXSICNMADE: 24-NJV-2000 
510(k) SUWARY AvAIL3yaLF: FFXX FDA 
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(I?slFDmn, INC. 
A!rINz SaM m 
11201PEPFERFxD. 
J.%JW vALTm, MO 21031-1201 

$?ZFZZASIWB 
59 F%IxnE 17 
AUENOXE, NJ 07401-1677 

-, INC. 510(k) m KOO3384 
zsrm:KIM !LxxmmN Pi-DE ND : 732-524-2800 
51 JAMES WAY 
ERIWKXN, NJ 07724 

510(k) hx): KCNXJ817 
ptE%vEm: 410-785-0700 

510(k) ND: K983657 
E5-Km I+3 : 201-934-4386 

510(k) No: KOO1032 
pI+mJs m : 301-527-4719 

cxloBocx~~IScnE ItmSmU%lO(k) m: ml890 
A!lTN: E. P. EBtT HAUMGN mm3 ND : 6X2-553-9464 

3000 =?FE?5tzF -I 

ormBocx cmt?xmIc mDU%cRY, ICGlO(k) ND: KOO0497 
A!ITN:Jaw l-lEmRI= EmE ND : 6X2-553-9464 
3OOOXENIUMIANE,SUITEN 
-MN55441 

orIoBxx cxuwx~01c nmuSIRY, mlO(k) N3: KWO602 
A!rIN: IIICEDJ Hi!Nlxum PHCNENO: 612-553-9464 
3OCOXENIWLANE,~N 
PLYMmH,MN55441 

OrloBoM cmm~nnc rtmvslW, -10(k) IW: KC%0678 
m:wILGIAM Jzvxsm EEi'E ND : 651-773-0002 
3OOOXENIUMLANE,~N 
PLY&amI,m55441 

crrro ECCX (%TIIX>PEDIC INousllRy, =10(k) NJ: KOOO739 
m:- Ji%cEml FixNE N3 : 615-773-WO2 

-=1= N 

cmN&tuMlmD,L!ID. 
ATIN:- t3-m 
849 PICKENS INIU- DR. 
SUITE 14 
MJNEITA, GA 300623165 

510(k) ND: KWO482 
E5XNEND: 770-421-6936 

DEvIaQccMEGAII -TIIIIp;LHIpsY~ 
SEDEXXSICWMADE: 08dON-2000 
510(k) rtmmNEm 

DEuIcE:~cssERIEs7oooADTIBIAt~ 
SE DECISICNMADE: 06-AE?R-2000 
510(k) SOMARt AVAILAEW FRX FDA 

DEVICZ:VEWJUNKmANIuM Rclxro-m c3lmums 
SEDEC!LS1CNMhDE:24-NN-2000 
510(k) SUMARY AvAIIplEaF ERM FaA 

DEVXCZ:~ DAPATIrn r?issAY 
sEDFCISI~MADE:24JuG2~ 
510(k) SUWBY AWILX%LE FRX FDA 

DEVIClCSHJZRPA/IUBIAK~XBILMYSY~(~~) 
SEDECISI~MADE: 24-JOL-2000 
510(k) SUNARYAVAIIHXEF'RXDA 

DEVICE: mm 
SE DXXSICN WE: 08-M=-2000 
510(k) SOHGiW Am FfXN ImA 

DEVICE:PWTfZEMEEXHUR 
~DECISIceJMDE:03-M?%2~ 
510(k) tXlMARY A- J?RX DA 

DEVIGZ:FWBEUTT/JGCXXCICNECNEEGD~ 
SEDECISICNMADE:18-SEP-2m 
510(k) SUMARY Am = FDA 

DEVICZ:EVANtWDE/ENOE%WRpowEIM)~ 
SEDECISICNMADE: 24-=CCl?-2000 
510(k) SOMWX AXUIABTE FXN FDA 

DEVICZ:b?BIFI~ONTD~~ 
SEDECISIoNN+DE: 06--MAR-2000 

510(k) SUMW AVATIAEW m EDA 



f5ENmmR~~sTINGmcDwI-~ (=I 510(K) - c%i 510(K) SBW24WS 
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CWURDBI~ICNATm.SLIhClED 510(k) m Koo2622 
Rl?INzPAULINEAXX?JJAY PfKNENo: 440186 5784840 
OxJKmmPARK 
cxFcm,Qx4 4GA, 

510(k) ND: K&2544 
pHc%JE m : 148 377 0331 

cmID,LID. 
ATrN:AMANDA SBEPPm 
WADE RD. 
BASIN==-=,-, 

510(k) ND: K993401 
ICFKNElW: 441 256 841144 

OXOID, Im. 510(k) NJ: TX?OO928 

&:ANDY - E'KNE NO : 441 256 841144 
WElXHD 
=-,-r 

cmID,LID. 510(k) N3: KOOO930 
Alm?:ANDY - pH3NE 1uD : 441 256 841144 
WADEFUXD 
=I=!==,-, 

P.T. HE?iL'IRZRFa D 510(k) PIX): KCXXN38 
clvrEtaragELING~(5oMI-CWLFSS) 
ArIr.m l5iLLEN I PHJUE I?3 : 62 61 650015 
JL. KOL. Yo6 SUDARS0K.M. 10 
rcAwEaNINDusRrMEDAN 
-, 

P.T. MAJA PGUNG LWXINDO 510(k) No: K994255 
ATIRENMYT~ EHBEIQ.2: 626-913-1798 
889SUJlHAZWAAvENuE 
INDwIm, CA 91748 

P.T. M&IA i%XN IXLZUNW 510(k) N3: KOOl.274 
TIABEUZtXAIM(50~CFCGF@=CrR=) 
A!l?INzM TJOEW EKNE m : 626-913-1798 

&?usFE7&= I 

P.T. VNIX IXEXIXQ 03NDQM (-10(k) N)z K993779 
rm!N:vIJAY MAHAL PHSNENO: 617-973-7157 
7FOYExmmm 
Elalamm, Ma 01701 

DEVICZ:BICXLEE!P 
SEDEYZISICNM7JDE: 23-CXC-2000 
510(k) srp3cEMENF 

DEVXZMEDILCZEXCEL2 -I3ZElER-SY= 
SBDlms1aimDE:l3‘aEP-2ooo 
510(k) SW-l%RY AVAIIABLE FRX FDA 

DEXICE:DRYSFWE.O=&I 0157KIT 
SEDliXXSICNMADE:28-FEB-2m 
510(k) sn%EMEW 

DEVKE: gJIaurmsTIN/- ANrIMIwIAL sum ItLlXY TEST DI 

SEDECIS1CNM&DE:15-FAY-2000 
510(k) imamiXC 

DmICE:~~~SU~~TESTDdsc 
SE DECISICN MADE: 22+AY-2000 
510(k) timm%WT 

DEWICZ:DIGI!IUWZFCWERFREECXlWED ExMIlWEm-WlTM-c 

SF,DEZISICN&!ADE: 23-CCJ!-2000 

510(k) s.mmmNC 

DEvIa3: LATEX ExAlmwmm G 
SE DECISICW &WE: 07-FE%2000 
510(k) SUWFZ AVAILXUZ FEMM EDA 

ma: LATM i$ioxEm~‘s~~-mwMHPRfY-rEIN- 

SEDEXZISIONMADE: 23-JON-2000 
510(k) SOWARY AVAIUBLE FkXN FDA 

DEVICE: s- aIxvD=s, L&TEx~mwREDAND~m 
SF, DECISION MADE: 02-FEB-2000 
510(k) SUMWiRY AVAIUBLE ?ZXX FDA 
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P.T. VBIX IATMINDO - (Rm?ESlO(k) ND: K993781 
ATIN:vIJAY MAHAL FTXNFlm: 617-973-7157 
7RlxmmmwIMAD 
v, MA 01701 

P.T. WNIX IAIIIExIM30 cxXm4 (lwBEiE510(k) NZ K993782 
-9) 
ATIWVIJAY M?wiL HE%zEND: 617-973-7157 
7RlsmmEwIMAD 
v, MA 01701 

PAcEmIcaz; 510(k) m Mx11180 
,TEMKwGYPA~~~~~R~ICAL~ICE?~~BL~,M~~EL~~~~ 
AcIlN:-cw JXBE H3 : 781-890-5656 
391!LxYrcm KNO RD. 
WAT.,!l'HAM, MA 02451 

P?!aMEmCAL 
A, 5265V 
zYrI!N:WCM 
391 YiurIEN WND RD. 
wzXXHN4, MA 02451 

510(k) No: KW2204 

PICXINE No : 781-890-5656 

pixzME2nCATd 
ATm:ECC 
391 TWITEN Kml RD. 
i%!xZBM, MA 02451 

510(k) ND: Koo2496 
FXNE N3 : 781-890-5656 

Pmz2amnL 
ATIN:EuxERTc~ 
391 TwmEN PceJD RD. 
WALW, MA 02451 

510(k) m KO02497 
PH3E M-3 : 781-89C-5656 

PACIFIC~IS 510(k) m: K994100 
ATINzIAURAAWCWFI&K F?-KNE Ko : 8oc-528-0494 
11515 VAXXRY DR. 
V,Nc28078-8144 

PACIJ?IcHEM36TAs1s 510(k) m: KCW679 
ATIN:LADRAAWXGWK E%nNE 193 : 704-948-3276 
11515 VZXWERY DR. 
W,NC28078-8144 

PA!z?IFTC~I~ INKWATI~, n\rc.510(k) No: K991959 
ATTN:TERRY JtIxmsm PIDENO: 6504X32-6988 
z Ema FLo"" H 

, 

D~CE:SlXPLEX~, r.mEx-rLlI~LuBRIcATED 
SEDEmsIcNMADE: 02-FEEG2coO 
510(k) SWMRY AVAIUBLZ FIixlp ZDA 

DEVICE:SIMTXEXCXXVDCW, L?G!EXVNmmW(NON 

SEDECISICN&!ADE: 02-E'EB-2000 
510(k) SLMBRY Am FlXN l!DA 

DEVICBTEHKXGW F?&mmmR EX!DmsIceT CABLE, I-SIELS 5235, 5235A, 5235V 

SE DECISICNMADE: 27-JON-2000 
510(k) fXtMmEW 

DEvIcz:PAczEmKm EXTENSICN CMLE MBELS 4265,4265A, 4265v, 5265, 5265 

sEDlXISICNMADE:18-aX'-2OOO 
510(k) ,smImEW 

DEVICX:MZDEL4815ADApTER 
SEDFCISICNH!XB:1O-CCT-2000 
510(k) iWYB5fC 

DEVICE: K3DEL481oANALYzERovlwTADAPTER 
SEiDECISICNMADE: lO-CCl?-2000 
510(k) imXmm?r 

DEVICZ:PACIFICHlXXXBSIS~pLASMND 
sEDECISICNMGDE:18-EBB-2000 
510(k) SLUMAM AVAIIAEU ElXX EDA 

DEVICE:~CUNlX&~ 
SEDECISICNHADE: 24-MAE-2000 
510(k) iXBMARY AVAIUBIEFRXBDA 

DEXCCE:PSI -Aneurysms 
sEDI?CISIoNXADE: OMAN-2000 
510(k) SLWARY AVAIZABLE FXUX ZDA 
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&IFIctixJFGI~ IHMXQT~, m&510(k) m: K993019 
IxrIN:TERRy JMlEJsroN PEPlEND: 650-802-6938 
36ODRD.,UNI!CH 
SAN cxufx, CA 94070 

L?Ac@Icsuf(L=IcaL ~IQWW!I~, m.510(k) Io Koo2276 
m:GARY OoopER mMFlm:800-810-6610 
36OlmUSZUXRD.,UNITH 
SAN CaflLMs, ca 94070 

PAlUNKCZM% 510(k) No: Kooo722 
ATlT?zE!URKABFtANOT PHXITNO: 541-752-9393 
5010NWclREscwTVAUEYDRlS'E 
clzEmTus, OR 97330 

PALmLAFs,INc. 
ATrN:RI- a0 
803OSQUELAVEXXJE 
2&!zANmm, a95062 

510(k) ML?z K994372 
pK;NE No : 831-461-5677 

FTiT.aDIABs, INC. 
ATIN:lu- ax3 
803OSQUELA~ 
2zAta7im, ca95062 

510(k) ND: KO02787 
FFmE NO : 831-461-5677 

Pz3T.M MEDIcIAz;uSA,INc. 510(k) m: K993527 
AlTNzFARKJKAHN psENEiV3: 325-376-0380 
6322 N.W. 18M DR., SUITE 170 
B, FL 32653 

PAumRMmIaL 'mxta.mIES, ItG510(k) PIX): K994225 
IYrIN:w bxxm E-KNE m : 919-363-2432 
131sGzimam LANE 
CARY, NC 27511 

mm.f?amIaL ~!EaKuxm, IML510(k) m: xDo2649 
IwIN:= HEUER FT-KNENO: 202-942-8438 
131leimmwr LAtm 
CARY, NC 27511 

PAMMEXINDUST!RIESSDNEw) 510(k) PIX): IQ93201 
ICAIIGUXES 
mlN:sAID Awms 
2 l/2 MaEs, JAIlaN Rle24-l 
sERFlMBAN,~-U 
DARUL KHUSUS, 

FWJNEIW: 606 631 3122 

DEVICE: PACIFICSUFGIC?iLPAT?!I= 
SEiDEX!ISIcB\TMADE: 3O-MAR-2000 
510(k) SUMAFX AVAILAFU FEMM = 

DEvICE:PSISKuLLCcAMe 
SEtDECISIoNFADE:29-ALZ-2000 
510(k) SOMdARY AVAILAEU FRX L;DA 

DEXtC!Ei:UNlXXARNEEDLEiS 
SE DECISION MADE: 31-@?AR-2ooO 
510(k) SUMTARY AVAIIAEILF. FFXX l?DA 

DEVICE: mEL 120 
SEiDDEcISIoN M&DE:28-APR-2000 
510(k) Sm!mBNC 

DEWICE:f4XX3L~o,OXYSO~, INFFWGO~-,~l20 
SE DEXZISICN XADE: 29-NWh20@3 
510(k) sIXmGNT 

DEVICE:lXX)P ~E,J%LLELEXXXDE 
SEDEC!ISICNMADE:O~-JOLF~OOO 
510(k) m 

DEVICX:PAUMRSLP2~ 
SEtDECISIoNFADE:18-b!Xf-2OOO 
510(k) SUbwARY AUUUEKB FXM l?DA 

DEVICE:Al?AMIS DErwmxaI~~ 
SE DEXTISIcB\I MDE: 21-NUV-20oo 
510(k) SUMARY Am EXM FDA 

DEvIc2-3: HE?cm-PLUS, SANITEX, RElYima KxdE!xR-FREE ~~SuRc: 

SE DECISICNZ+!ADE: 2%MAF-2o(x) 

510(k) sxwRdEm 
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PARADIGMMfmc!&llmmmaS, L&"x" INC. 510(k) ND: KC02228 

iiJ!lG:7l!RAczsBEsT p!xNE rm : 801-977-8970 
2355 soUIH 1070 IdESI' 
SAT.eTIAKECITY,uT84119 

PARADIa+fmIm~, INC. 510(k) m KCQ3141 
ATIN:TRAc!YsE?EsT F233a m : 801-977-8970 
2355 SOVM 1070 WEST 
SALeTLAKECITY,Ul!84119 

PARMxNVIsImsiCImcm 
JWI.%wIILlZWEMEYERS 
947 EAST IMe= AVE. 
MESA, AZ 85204 

PARxmVIsIcNSCIENaS 
m!%lILlMEMeYERS 
947FAsTIMPALAAvE. 
MESA, AZ 85204 

PAFmcNVIsIcNScznNcm 
A!lTNzWITLtAUEHEYEZJS 
947lSST IMPAIAAVE. 
MESA, AZ 85204 

PAFaaAX~Icac,INC. 
lu!lN:sosAN lQ4qJFs 
453RAVEWAT.EDR., SUI'IEB 
-VIEW, CA94043 

PANmxmmSINc. 
lu!lx:m FLCRY 
1431 INOD DRIVE 
lzTfsca, IL 60143 

PAEamL,INc 
ATI!N:NEiLS3J- 
155 isa4aTT BLVD. 
P.O. Bax 376 
-, NY 11735 

PAFmLL,INc. 
ATlNzDANIELR~ 
155 LxxMrln EWD. 
P.O. BOX 376 
-, NY 11735 

510(k) m: K993586 
FFKm m : 480-892-7602 

510(k) m KM30224 
I3TmNFlm: 480-507-7606 

510(k) ND: KOO2845 
E-!xNEim:480-507-7606 

510(k) n I@94022 
?ZUE No : 650-934-6969 

510(k) m: KOOW45 
pl-KNE Nl : 630-250-7979 

510(k) ER3: IQ94302 
Hnw No : 631-249-1134 

510(k) m: K.002195 
I?fKrm PIX) : 631-249-1134 

DEfVICE:Ff%YlW MBULTAR -a? S'Ym, MmExs Z-12834r"X" & Z-1317 

SBDECISICNMADE: 06-CCJ!-2000 
510(k) isLMARY AWUIABLZ = 3?DA 

DEVICE: UBMPLUS,MZDELP45 
SEiDmSI(NMADE: 05-DEG2OCO 
510(k) SUHARY AVAIIMIE FixN FDA 

DEiVICJQspc%zrsIGH.L'GP 
SBDECISICNMADE: 22-MW-2000 
510(k) SLMARY Am FNM EDA 

DE!VICE:FUEUZEW6O-CX,P~HDS-W 
SEiDEXZISICNMGDEz17-APR-2ooO 
510(k) SWW!Y AVAIUELE ??F&M FDA 

DEiVICE:PAEWFWmJ CANDEDAJLYCUNMZLEWS 
SEDECISICNb!ADE:O8-DEG-2000 
510(k) SW@W AVAIIMU FRN FDA 

DEVICE:PAMTLAXCl?ANIOSEZ 
SEDECISIcNfrpIDE: 31-AUG2OCO 
510(k) StWARY AvAIIAB;L mad mA 

DEWICE:paSI'IUBJZ 
SEDFCWICNMhDE:15-MZQb2OOO 
510(k) SUMRY AWULABLE F'I0f l?DA 

DEVICE:RESIN!KDIHEDND.llS~ 
SBDECISICNMADEZ: 07-FEE2000 

510(k) SLWARY AVAIL?%U ?ZUZM EDA 

DEVI~:~V,KBlELD680 
SEiDEXZISICNMADE: 30-AUZ-2000 

510(k) SINFMWT 
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PAmSEmr, LTD. 
ATm:auHY SEBASPIAN 
1801WAL'IW+LLCl?EEKDR. 
ccxmIALHEIm,m23834 

pFsoc)m, INC. 
ATlWlZNDAKDZUXV 
12750WEST42NDAvE. 
wmATRIDGE,ao80033 

mso3-, INC. 
~~KDILUN 
12750WEST42NOAvE. 
im?frRIDGE,m8aO33 

PpsooB, INC. 
ATlXLiNDAKDILLCN 
12750WEST42NDAvE. 
mi?ATFumE,0380033 

PAscI)m, INC. 
AlTNzLINDAKDlLTXN 
12750WFSl?42NOAVE. 
i+mExrRIM;E,o380033 

m-. INC. 
XL'WLINDAKDILTiN 
12750wEsT42NDAVE. 
wfw.RIrGE,aJeQO33 

F3mucK- 
AlTmPATRIac BEEiDoz 
5ODEViNDRlXE 
aYlEsER -, PA 19425 

PAULINEM.NICHXZS 
ATlWPAWINF,MNICX&GS 
321 i5am-i Bmw W 
MxRcE,GA3a655 

PECIDFIX, INC. 
ATImERIc BANNCN 
48lMEmRIALPARKwLy 
MFIucHFsJ,NJo8840 

PEElEUS-03Rp. 
XC'JN:EJSMlfIII 
1714 S0m-l LYCN ST. 
SAMTi ANlit CA 92705 

510(k) I\x): KOO2360 
PtEkJEm: 804-530-1233 

510(k) XW: KOU1516 
F5-33E m : 303-423-9504 

510(k) ND: KaO1612 
PIBNE HO : 800-321-9813 

510(k) ND: KtXX721 
ET-DIE m : 800-321-9813 

510(k) m: KrXl887 
HENE Ia : 303-423-9504 

510(k) ND: KOO1953 
PI-Km ND : 303-423-9504 

510(k) Nz x002486 
PI-KNEIW: 610-524-8300 

510(k) iQz K971732 
E'I-?XE E1D : 770-267-7963 

510(k) ND: KOOO694 
PHDNE Na : 732-548-4459 

510(k) bXZ)z x983783 
pH%IE N3 : 41a-451-0639 

DlWICE:CXUDUJF'F 
~DECISICNMADE: 26-SEP-2ooO 
510(k) SUfMARY Am FFW l!DA 

DEVICZ: PAsoMICANDMIC/IDPANELs 
SEiDECISIONMADE:l2-JO&2aOO 
510(k) SUMWGY AVAILAEm FlXt.f l!DA 

DEVICE:PASCOMICAND&~I~/IDPANETS 
SEDEXXSICNMWFz:18-Jmr2OOO 
510(k) SOMMARY AVAIIABLE l%m FI3A 

D?wIcE:P~MIcANDmc/IDP~ 
.FXDECISICN~E: 04-A?X-2ooO 
510(k) SUhNARY AWUAEEE EXM ZDA 

510(k) SUhWiRY AViXOXEE F!FXX ZDA 

DEVICZ%PA~(~,MICANDMIC/IDPA~~LS 
SEDBXSICNMADE:1O-Am-2ooO 
510(k) SUMUARY AVAILXEZ FEuX FDA 

DEVIC23:PFUXlMDTEiAuMAS!ZSTR”l 
SEiDEXXSICNMADE:a9-HX-2ooO 
510(k) SUMMnRY AVAIIX?U J?F#.X FDA 

DmIcE:Dm?mLH?wDPIEm 
sEDEZISICN~:ll-JAN-2ooO 
510(k) .9UWARY Am F'm+f l!DA 

DEVICE:PECl?ZXDYNBMICSTEEW& 
SE DECISION MADE: 11-N&Y-2000 

J?IxATIm SYm (DSF) 

510(k) ,SOMM?m AVAILXUZ FXM FDA 

DEVICE: r-IfxIm BUMIDIFIER 
SEDEXZISICNMADE: 24GC'T-20C!O 
510(k) ixmmm~' 
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PELvIm, INC. 
ATIRWUERDWALL7XH 
28202 CABcrr RD., SUITE 300 
- NIGUEL, DA 92677 

510(k) Wz KaOl386 
Fi-nw m : 949-365-5701 

Pl3FamE, INC. 
'A!lTNzDENISBC~ 
4aospGINAwm 
Rlzo5KmcriY, CA94063 

510(k) m ml703 
PKBENO: 650-474-3193 

PEFHEDICS, INC. 
ATIWGREE I-BzLma 
3722 -AVE. 
IRVINE, a 92606 

510(k) 1uo: x993895 
l?BXE N-3 : 949-262-0411 

E'EIMXIL A.B. 
Ariziw:m PEFEmN 
- VPG iai 
-, 

510(k) No: K.993406 
?PTxmE No : 468 929 150 

PERusAHAANmAsAssDNBBD 510(k) rnz ml.529 
IN~cLAIM,ccpJlTAINS5OMI- oRLEssoFToIA 
m:m Kcmcl-lmE FB3E m : 603 3911949 
Lm754,JAummJIs~ 
-t 

~GE!rAHAsAssDNBHD 
LABELIECIAIM; 1ooMI~ 

510(k) 1uD: Koo2314 
OFtLEiSSOFlULXWATEREX'lR 

A!rm~KcpilGcHANG FENEIQ: 603 391 1949 
Lur754,JmANI4?JI sm 
-, 

~ D GE=f&M'r$DN$O(k) No: K994201 
wJ3.HF%wnxN- 

RI'IW PEWYEW NIEW C!kDX . 
c333sAmoRLEss~ 

E'KNE No : 606 67%' 2781 
lxx 110. r.mmG QsEmmtG 413 
siENmNiIEIIxu>TRw~ 
-I 
PERUEAWIAN PELINDUMZ GEZ7QI (M) SDN5la(k) IVD: KOO2111 
ARDIAN -- EcImxmD-mm.- 
RrlmmmNIEpJGm PI-KNE ID : 606 677 2781 
ENPzxr, - INDUSTRIAL 
EtxrRIE,70450 -I- 
l5zNl3ILAN DARUL K8usus Mr+LwsIA, 

DEvIcE:AtzmsET~~,MJDEL2000 
SEDECISICNMADE:17-JUL-2000 
510(k) SUNQY Am FIMM FDA 

DEWICF,:PERCUXE~WIUREDELIVERYDEVICE 
SE DEXXSICN MADE: 03-o(;T-2000 
510(k) ,SOW?W AWULAEU m FDA 

DEVXROPITRAD 
SEDECISIONb!ADE: 02-JUN-2000 
510(k) SLWGFX AVAIUBLE FRX FDA 

DEVICE:TmX, I.xwmm~,~30868688-0 
SEDEX!ISICNMADE:18-DEC-2ooO 
510(k) t!XWGm AVAZ7UXE Fi'm FDA 

SEDECISICNM?+DE:l&JtJN-2OW 
510(k) sINmEW. 

DEvIcmLATExPATIINr ExiwlmmmGLclvEs FwtiDmmwITK~IN- 

SEDEXXSICNNiDE:17-AU%2000 
510(k) t?AnNmT 

DEXCCX:RuBBEacAREFC%D~-FRF&GUARDIANFG?DER-FREE~~~ 

SEDECISlCNM?DE: 07-FEB-2000 

510(k) SUbWRY A- Ff((JI FDA 

DEVICRRUBBERCIARF: EOLYMER-mERED= EXAMINATIQN-/Go 

SE DEXXSIoNM?!DE: 08-W?-2ooO 

510(k) SLNMARY AVAZ?iEU m EDA 
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PERumpELINDuhK: GEXN (M) SDN5lO(k) hx): Koo21l2 
w EYamER-FREE 
AiI!m:m YELwNEmaxcE? PfDlE I@3 : 606 677 2781 
INem, m II.FlDusTRIAL 
ESTATE,70450 -t- 
SEMBM Lx3Rm.l Iu-lusus MzlI.AYsIA, 

PERU-- (ZED!H (M) SDN5lO(k) m KC02114 
:(3x?Ams1ooMI-cwLEssoF!rorAL~ 

z!ih!fis YmNIlEmcHxlN Hp)NE Ii3 : 606 677 2781 
mmr., ziiEmmm INDU- 
ESTATE, 70450 -,- 
SEMBIIAN DARUL IurIusos M?aAYsIA, 

pFM~FURDlEMfiDIZINAG 
ATINSALVADCRZFP~ 

510(k) Ex3: KC)01716 
ElXNElNO: 949-463-6146 

l54mLr44PAF?A 
Rrmcmm -, CA 92688 

PEM - FUR DIE MEDIZIN PG 510(k) No: KOO2471 
ATINzSALVADZZEFPALCWWES p!XwE Iv3 : 949-463-6146 
15 - SlplEGT 
TFtABXO C%NYCN, C% 92679 

i?it?%LAMZWYVI 
510(k) 1u3: KOWl31 
FT.?mEm:858-635-584a 

9265 -RD., #LIZ-113 
SANDIEW,Ca92l26 

PE 510(k) I0 Kao447 
ENPRoMuLTtDRm~ TEST, M3DEL 9225 
A!tTWCWLAM%IX=IOVI PixWm:858-635-5840 
9265 - RD., #ll2-113 
sANDIEGo,C7i92326 

510(k) ND: ml397 
ATITkcARL MI%x=IcNI EWZNEm:858-635-5840 
9gDpm FtDii6#l.12-l13 

I 

-6(-m. 510(k) m: K993585 
RlTWKARENEMWIS l?lX@ENo: 614-794-3324 
5094Sr.AND~DRIvE 
WE%mNUU,CH43082 

pHARMAI=IA&uRToHNa3. 510(k) ND: -132 
8, FX9, FXlO, FXl6, FX73, 172, 175, 176, K71, K73, K81, K8 
RITNtKARTNEMATIS PHXE m : 614-794-3324 
5094 ST. ANDPJGBDRIVE 
-,a43082 

DEvIak RuBEmam FcKxMExw IxmDER-FREE GOARDIAN lxBxMEx4 

510(k) SiWBRX Am FRZ&i EDA 

DEVICEi:~GQWDIAN Fc-uMERm EKxaER-m L?n!Ex ExrMmmT 

SE DECISION MADE: ll-AW-2ooO 

510(k) .sUMWW AVAILAEW FRTH I!DA 

DEVICZ:REaXNsET 
SE:SIoNM?iDE:19-JoL2ooO 
510(k) SiNAUY Am FRZ4 FDA 

DEVICZ:JE!lmNHUEbRNZWIESET 
SEDFxxs1cNM&DE:19-ax-2000 
510(k) St&NARY AVAILmLE Fmd Fm 

DEWICE:QJIcKSmEEN PF0MULZTDRuc:~ mS!r,&3mz9l53Pm 
SEDECISICNMRDE:O4-FE%2000 
51a(k) SU+WWA~FElcpIFI)A 

SEiDECISIoNMnDE: O~-?&R-2000 
510(k) SUmmY AVAIIABLF: FfxM FCn 

DEVICE:($IC%CREEN PRO DFCJG CUP, M'ZDEL 9195X 
SFiDECtSIoNMpIDE: 26-t4AY-2000 
510(k) SWMZiRY AVAIIAEU FRLM FDA 

DEvIcm vAREIJ.sA Tm APlMEWIES, EJCDEL X348/3.2396 
SEDlxzsImMADE: a5-mb2m 
510(k) R&NARY Am FEuBf FDA 

DEVICE: ~~,~~~~~,E~~,M~,~o,ExI~,Ex~~,Fx 

SEDEYZISICNMADE:18-FEB-2000 
510(k) SCQNARY AVAILUU mm 



-&uPmm. 
ATIRKAREN MATE-3 
5094 sr.ANDmm 
B,cH43O82 

510(k) im -312 
EmE N3 : 614-794-3324 

-6(-m. 
ATIN:'IWtDETiLIms 
592 czTG!EsIA amr 
PI-,, CH 43147 

510(k) ND: KM2556 
FFKNE rx) : 614-834-8629 

-&-a. 
ATIN:K?Q?ENEMWIS 
5O94ST.ANDREXGDRIW 
-, CH43082 

510(k) m KCXX414 
PKNE PX3 : 614-794-3324 

pHIL;Tps MEDIc'ziL SYS!m%i mUX-I%m,5lO(k) m XxX%19 
AIITIN:rnGrn F3xm No : 203-9267729 
710 BRIDGEpc%IT AVE. 
SBELm, cc06484 

EBILIPS MEDIcAt SYSms NXUXAMEFUO(k) Wz KCW832 
ZWINzPJTl!ERAL!UGN Pf-iaE No : 203-926-7031 
710 E?XWGGQ AVE. 
tix3ELm,cro6484 

EBZIE'S MfZ)I~ SY= NxUX ZWR5lO(k) ND: KCOl331 
ATIN:= ATinmN l?TEN3 I@3 : 203-926-7674 
710 BRIDGEFc%IT AVE. 
sBELm,cro6484 

FRILIPS tGDIC%L SYSIQG NZUFI AMER51O(k) r3X ml796 
ATlmPm.ERAL~ n-m m : 203-926-7031 
710 m AVE. 
cx-lELm, cro6484 

FBILIFS =IcAL, SY= MXIFI -la(k) IW: KOOl987 
ATlm?2lnEft ATam ~5.m m : 203-926-7031 
710 m AVENUE 
P.O. Box 860 
SHELm,cro6484-0917 

Z?TSIPS MEDIC% SYS!DBS NXIFi AtmWlO(k) In KOO2016 
ATm:PEmR Ailmw E¶-mE I93 : 203-926-7031 
710 BRIWXRT AVE. 
sRELm,aa6484 

DEVICE:VAFtELISASM~~ 
SE DECISICN MADE: 17-MAR-2aOO 
510(k) SD&NARY AV?UUBLE FXM FDA 

DlWI~:~~SERT~LE@FS -, l.taEL IMP-1 
SEDEZISIceJMMX: 31-Cx~-2ooO 
510(k) ,!XM?iW AVAIMEXE F'FW FDA 

DEVICE:VAR&ISATG(?HyE113GuIBuLI)~~, 
SJ3 DEYXSIC@JMADE: 27-MN-2ooO 
510(k) SCBNARX Am F'fW FDA 

DEVICE: PxILIpscTWMV 
SFeDEXXSICNMADE: X&MAY-2000 
510(k) ctXW%RY AVAXAEZE FFm FDA 

DFJICE:~CUXXJZXX.NDEVICE(sID) 
SE DECISICN MADE: 27-APR-2000 
510(k) SUM?BY AVAlIAEm F'RX Fm 

DEVICE:tiXNEMXHFAD/NMxcmL 
~DEXXSICNZQDE: O9-JUN-2Mx) 
510(k) SUM%RY A- FFzx FI7A 

DEVICE: GYRtXXN YJNCERA (R7.5) 
SEDECISICNMADE: 06-SE3?-2aOO 
510(k) StmARY AWULABGZ FHX FDA 

DEVIClZ:EXPUXERCe%WXEm 
SEDFCSSICNMADE: 06&E&2000 

510(k) mM?Q?Y AVAJIAEU F'IXX mA 

DEVICE:PKCLIPS IllNIBUSAtwRA 
SEDEZtSIcNXADE:O6-SEP-2OQO 
510(k) SW-mRY A= m FDA 
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ETaLIPS MEDICAL SySme XRm AMER5lO(k) m: IO702942 

ATIN:PEx.m AilzmN 
710 - AVENUE 
P.O. EXX 860 
fsTHELm,c.ro6484-0917 

PIXINE Iu3 : 203-926-7031 

FHILIPS MEDICAL SYS!m% N.RIH AMm51OIU m: x003516 
A!I!m:J?ErER ATXMAN 
710 - AVE. 
SBELm, a06484 

PmLIPSMEDIcTiLw~,INc. 
A!Ki?:FF@NKGlANEXLI 
710 - AVENOEi 
P.O. Em 860 
sEBLm,cro6484 

PI3ZNIXBI~I~cxWe. 
A!lm:cmR!mEY sMI!m 
24% cGENER% AlWSEAD AVE. 
P.O. Exx 80390 
vAT.mYw, PA19484 

PHXNIXBIcMEDIcllLQIwp. 
zam:- l?t?am 
24% GENEIW; AFMISlEAD AVE. 
P.O. Em 80390 
IGiTLEY m, PA 19484 

PHXNtXBIcXEXZHCCRP. 
ATIRGARY llmmNus 
53cEmRIAKEFxxD 
-, NJ 07825 

FmENIxMEmcx~,INc. 
ATIN:-cm 
HWY. 521 WES!C, P.O. EXX 346 
-, SC 29510 

pt-YmMM=. 
ATIr?:simImwPI~ 
2081IcxDrn~ 
lcs ALTQS, CA 94024 

pHySIQME?IIIx,INc. 
ATINzD%NEFl?AZER 
E'IVEBlILEEUC4PARK, 
1OlBlLLERI~AvE. 
ICiU.H BIUERICA, MA 01862 

pl-35aE.m : 203-926-7031 
DEiVICE:~Iti'IEm3.CYr 
SEDECCSICNMADE:27-DEC-2000 
510(k) SUbNARY Am FRX FDA 

510(k) EE3: K994210 DEVICE: INTUHSSOITE 
l?-Em ND : 203-926-7031 sEDECISICNMADE:O4-FEB-2CXlO 

510(k) St&WARY ALGJUBLE 3?RX lmA 

510(k) ND: KWO514 
F'I-BXE N3 : 610-539-9300 

DEVICE:FUM?ARDItAlMGE~~ 
sEDECISIONMhDE:1O-H?W-2000 

510(k) fXn!mWm 

510(k) m KG02476 
pH3NE No : 610-539-9300 

510(k) Simmmr 

510(k) m: KOO1552 
FtKNE NJ : 908-362-9288 

DEVICE: !l!lmam DAMpIBc%IYEIA 
SE DECCSICN MADE: 19-CC.T-2OaO 
510(k) zs!mmmr 

510(k) m: KWO223 
PIXXB ID : 843-221-5100 

DEmcEzNLt!lmmP~~~GLc1vEs,mm-~ 
SEDEcISIoNMADFi:1449R-2000 
510(k) S!mmmV 

510(k) ND: KOOl499 
FTXNF, Ii0 : 650-969-6114 

510(k) No: Koo1055 
PKNE pIx3 : 978-670-2422 

DEVICE:FWZIPSEASYVISICN~ ~cNoPlTcN~IRAc~ 

SBDECISICNMCDE:19-DEG2CkJO 

510(k) SOMhRX AVAILAEU FRM mA 

DEVICF8:PI+SM?E~~SY~ 
SE~DECISICNMADE:~~-DEC-~~~O 
510(k) si0hW-m AVAILAXE ERX EDA 

DEVICE:WiXL4300 PSAFGUYEEGELELTXDESEZC 
SeDECISICNMADE: l-l-MAY-2CXlO 

510(k) StvWARY AVAILWLE F?XM FDA 
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mYs1m,INc. 
ATlNzDAWNEFRA!iZR 
FIvEBlILERICZiPAR& 
101 BILLERICAAVEL 
NXtTHBIILERIcA,M?iO1862 

P3EMEDIc7& 
ATlNzCGLLEENJBITILEi 
INDIANWOLE, IN 46250 

PIEmIcZ% 
mCXELEZNJ= 
INDms, IN46250 

PIxLARSmxcAL,m. 
ATIaFa3FRIT~ 
P.O. KX 8141 
IA hJor.LA, CA 92038 

Pm-, INC. 
ATTN:a-lFus TLCNSFX 
1101 l-LT.mxs 
NECDESHA, KS 66757 

!G?isLa I.?smm 
420 DELNWE DR. 
FzlRTB, PA19034 

PILLlxzmFGI~ 
zmx:RoB m 
PO FKX 8141 
LA JCXLA, CA 92038 

PILLItcmxSuFGIc?iL 
ATIN: RKXAFDG~ 
420 DELWARE DR. 
KXV.-, PA19034 

PIILINiwEcK~IcAL 
AT!lN:RIcZlTARDGJCBVES 
420 DEU%BREi DR. 
FCRT-, PA19034 

PIcNEm~,INc. 
A!rm:AMY - 
375 RIVER PARK czrRcm 
MTGQUTE, MI 498554627 

510(k) ND: KG01069 DEVIC?%MXZL4WOEEG&SXlXOR 
PmNE No : 978-670-2422 sEDEXXSICNMDE: 3O-JON-2aOa 

wIlHPSI(PSAm) 

510(k) ND: KC02357 
PKNE Ex) : 317-849-1916 

510(k) m: KOO2880 
PtpcNE ND : 317-849-1916 

510(k) ND: KW2629 
l23X3m: 619-525-?908 

510(k) ND: K994l27 
PlXBE NI) : 316-325-2629 

510(k) m KaO2582 
mm m : 800-523-6507 

510(k) IQ KO02633 
=X):800-367-0445 

510(k) m: K992174 
FXNE~:BOO-523-6507 

510(k) NZ): IT392476 
FXNE~:8C&523-6507 

510(k) ND: KCW734 
F53INEi No : 906-226-9909 

510(k) SOWARY AVAILMU m Jimi 

DEVICE:l~SANDlOOICAND485ANSERUL~ 
5la(k) .%EMiW Am F'RX l!DA 

Iz4zmx SYslpys 

DEVICE:3OCJLCULTWHXJNO Iu4r?mmsY~,M;1DEL3ooLc 
510(k) SLWARY AVAIIABU FXH I?DA 

DEvIcsEi: sILMAx~- BlxxKw 
SBDEXXSICNEADEt 20-MN-2000 
510(k) SW-WY Am IZX%f FDA 

DEvIm: GLmY 
SEDlZISICNMADE:a3-lmi-2ooO 
510(k) Smmm?r 

DEVICE:PIILlWE!-F'R?WERBIKUtRSLKZICW~ 
SE DECISION WE: 03-NW-2000 
510(k) iX@NARY AVAILVEE F17aM FDA 

DEVX!E:SILNAX~lNLWWr 
SE DEXXSICNMADE: 21-I'KW2ooO 
510(k) SO&MARY AVAIIABLF: FRlM FDA 

DEXICE:PILLRGWECKSUFGIC!%LN.X!CICspo3NJAw~ 
SE DECISION MADE: 23-M?%2000 
510(k) srpI?IEMFs 

DEmcE:PsLlLImwEmrcmxziLHFAKrsIlABILIzER~PpADs 
SBDEYXSIONMADE: l%SEP-2000 
510(k) e%mmmc 

DEVIC.X:PICNEERSUFGICZiLZXZNIWX~ 
SE DECISICN MADE: 05-t-W-2000 

GTR,mEL54l1-601 

510(k) SmN?iRY AWLCLABU J?md FL)A 
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i%NEER-, INC. 
ATINzAMXHtXMGmTS 
375 RIVER PARK (izx!LE 
MNQEWIE, MI 498554627 

PIcNEEFtt3uRx~~ 
501x%6. 501-067 
ATN&lYHMMmU'S 
375 RIVER PARK (zIFcLE 
m, MI 49855 

l=xmmsE-. INC. 
ATIN: 
2919 BF2vmxD DRIVE 
MmIEll&GAxx)62-4608 

362 B?EM OXJFU' 
?Km DALE, IL 60191-1273 

PLANMFmoY 
ATImEmPITQmwxI 
I.250 - 

izz!ct, IL 60111 

510(k) ND: Ko2110 
Ffxmm:9oci-226-9909 

DEVICE:SPLCRIME'SY,SfEM 
S.EDECISICNZQDE:06-UX-2ooO 
510(k) +WM&RY AUUIABLE FRX FDA 

510(k) IXx KOO1709 

Pmmm:9OG-226-9909 

DEVICE: -c B DEVICE (SANOARD) AM, &Cm), mm 

SEDEiCISIcN~: 31-Am-2000 
510(k) SL&mRY AvAILABLe FRX Imi 

510(k) m: KOOl909 
JFKNFINO: 

DEZICE:F?TAINSENSE~ 
SEDXISIcNMADE: 25-AU~-2ooO 
510(k) .Wvimmr 

510(k) Ex): KDCXX63 
mxEm:3589759a5500 

DEvIcE:m2002PRmNE/~ 
sEDEcIS1cN~E:18-APR-2000 
510(k) tszmmme 

510(k) ND: KOaO428 
FicmIm:35897590500 

DEVICZ:DIXI2 
sEDECKSICNM?iDE: 28-APR-2OW 
510(k) i%nmEw 

510(k) ND: KOCB454 
Fixm m : 630-595-7077 

DEVICRDIMEX2 
SETDECISImMADE: 31-MAR-2ooO 
510(k) ts'mm@m 

510(k) m: NXlO771 DEVICF,:DIMM2 
HElNE 1\K) : 630-953-2368 SEDFCISICNMRDE: 03-MM-200 

pLAsTIME;z,mIRE mQ5lO(k) m: K992424 
GTH),lXCBlS 63244X20& 63246520 

510(k) tZ?zmEm 

ATIN:- NORY 
95321 m-m&w 
-, 

FTiRMNm SERvIm, INC. 
ATIN:N?Nc!zYL3TRimT 
115 BOISE STmEz 
DEQUINCY,LA70633 

FSSXE N3 : 011 331 34441515 SE DEXXSICN MADE: 29-DEG2COO 
510(k) SS&M?W AVAIIAEW FXUX FDA 

510(k) No: KM)1175 DEVICE:sERAGARD VRscwsRnpAMI 
pH3NE m : 337-786-2911 sEDEXXSIckJMADE:18-SEJ?-2CCO 

510(k) i%mTmmr 
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FT-zmNw SERvIm, INC. 
A!rm:NAmYYsTFlEEz 
115 Exxz fsTREzz 
DE&UtNCY,LA70633 

510(k) NJ: Kcm240 
mm m : 302-83cs9919 

--, INC. 510(k) m: K993794 . , 

Fxm No : 201-785-8040 

75CQMERCXDRIvE 
AllmaAm, NJ 07401-1600 

PIJSSEG UkIEX E'FCD- SDN. BHD. 510(k) Ex): K994311 
ATImLIMm1YcmG PHONE No : 603 874 0784 
LcITl365,17lHMILES, JATAN 
f3Ilm-u SEMBILANC; 
-, -, 

FTlExaG~- 
A!rImLJMm1Yms 

SDN. BHD. 510(k) m: K9943J.2 
FEN3 p33 : 603 874 0784 

IMI 1365, 1TM MILES, JALTW 
stnuzAI=m 
JERp;M, -, 

PLtmsmE I?mx - SDN. H-D. 510(k) m: x001221 
ATIN: xx-Ycm LTM PIDIE I'D : 603 874 0784 
WC l365,17!wMImS,JAL~~ 
i3uhEAlmm 
-, -, 

FTEAsmE Izmx - sm. BHD. 510(k) ND: 1~001377 
A!MN:LIM Km-Yc#s PI-DE ND : 603 874 0784 
UYI! l365,17'IHWLES, JALW 
-mm 
J=% -, 

PIBSORE ItATEX PIKDUCB SIN. E?J3D. 510(k) m: x002571 
ATrN:mt-Yom LIM PHJNE N3 : 603 874 0784 
UX W65,lTlwMILES, JAUIN 
I5xwAIsEMBm 
JERAM, -, 

PwSczRmxEDIcs 
ATm:!i!AKmm Icm 
3550 w AlilDlIcs CT. 
BlxG.15-100 
SANDIECQcA92l21-1122 

510(k) ND: ~992154 
FT-KWIW:619-455-2400 

DEVIE: - INTEcTIc%Jpm 
SF,DECISIcNMADE: 21-JDN-2OCO 
510(k) SWGRY AVAILABLF: JTRX HJA 

DEVICE:PL?QEXCDERAELWRBlI'G~GUDE, SLplFITsANDSILKmETA 

SBDECISICNM?!lX: 07-FEB-2ooO 

510(k) SLJMARY AWUUBIX FRX FDA 

DEVICEzM?CELXLEXo%ilccMWITHVANIILAFLAv13w 
SEDECISICNHADE: 21-&l?iR-2000 

510(k) smmfm?? 

DEVIC!JZ:M?iLEIATEXCKNlXM5~ 
SE DECISIoNH?iDE: 21-MAR-2000 

510(k) fiXRmmn 

510(k) t!XmmWr 

DEXICE:SPEFMtCIDALLUBF?IC?QEO~LAlw~ 
E;EDECISICNM?!DE: 08-.XJN-2000 

510(k) fmxmm?r 

DEVIC.RMOLJTPUM?iIELATXCCNXM 
SEDECISICNMADE:16-HW-2000 

510(k) sxxc%mr 

DEVICE:BICQM'LUS~~ 
SEDECISICNM&DE: 06-APR-2000 

510(k) SUbWARY AVAIUFLE FKMmA 



-ADDRESS- ImRcDRH-m 
FtlRF'IN?iLDEXXSICNS 

F=) 510(K) 
RENmRED~THEPERImo1-JAN-2ooo 

f3lMNCS Cw 510(K) m 
THFCEH 31-DEG2OGO 

PLuS(zxumEmIcs 
ATIN:- UXH 
355OGIamAL~cS cr. 
EmG.15-100 
SAN DPMX), CA 92121-1194 

PwSczumPEDIcs 
m:- Lax 
355O(sENEmL~c!Scr. 
EsLTxx15-100 
SAN DIECQ c11 92X21-1194 

PLuStxxmxEDIcs 
mDAvIDwm 
2OOQiwaRyLANE 
ismmc-180 
pIIEwwr HILL, cl 94553-3389 

PLu!scRmFEDIcS 
ATIwHziRIMm IOZI 
355OczENEmLm~cr. 
RTaG.15-100 
SAN DIEGQ, Cfi'92l21-1194 

Pr3JScxcmmsDIcs 
ATIN:- KU-I 
355OGEsmuxdmacr. 
BLDG.1~100 
SANDIEXB, Ca923.21-1122 

lxIrNIE -c, INC. 
ATrem JAMISON 
la25 JcHN A. PAPALAS DR. 
LINCoWPAHK,m48146 

FaRtIE me, INC. 
ATI!N:m JAMISCN 
1025 JCHN A. PAPAUS DR. 
LINXXNPARK,MI 48146 

FcKLAK(INIz.),La). 
A!JDI:MIa4JiEL FCRAT 
HAMLACHA 20, INDusmx ZONE 
RXH HA'AYIN, 

FCLLUX-, INC. 
A!TINzPRECIWSJRESCX 
2404AYlRmRrRD.,m2 
PIANT CITY, FL 33567 

510(k) m K993874 
FFKN!Zm:858-455-2400 

510(k) Fn K994l.26 
Pf-?XEiND: 619-455-2400 

510(k) ND: If994146 
Ptxm m : 925-356-2640 

510(k) m KOCO666 
IlFSXEm: 858-455-2400 

510(k) ND: KC01942 
PKNEI93: 858-455-2400 

510(k) m KM)2199 
!GfENEI1x): 800445-9853 

510(k) ND: KOO2651 
pH3NE NO : 313-383-7220 

510(k) FXh KOO0227 
PKNE NO : 972 390 22885 

510(k) m: KM2214 
FWXE No : 813-719-7397 
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DEmcFl:mFcwRl?msIoN~ 
SE DECISION WE: 05JuN-2000 

510(k) SUNARY AVAILTGU FXM FDA 

DEiVICE:~-PLXJSREWISIONSTFN 
~DECISICNMADE: 04-MAY-2ooO 

510(k) SUbWiRY ASMLARLE FFUN .EDA 

DEVICX:EtPF'-lXJSc3MEWW% pf(EssFIT~aJP 
SEiDEXZSICNMADE:ll-DEXZ-2ooO 

510(k) StlMARY AWIUBLF, FFCM FDA 

DEvIaz: !K!-PLUS SoLurIm KNEE 
SEiDEXXSICNMADE:13-CCT-2000 

510(k) SUMMARY AVAIMETZ FfUN JX)A 

DEvIcx: 5PLUS AN0 sx-PLUS &sTEw 
SFiDECISIGNMADEi:25-JUL-2OtXl 

510(k) SD&WRY AWULAE%E EFCN FDA 

DEvIa: mIFI~oN ToLIQuTD GLLKESE (V) RE2xmrr SET 
SEDECISIONMADE: 20-KCV-2000 
510(k) simImEW 

DEVIClZ: G- ElToTEIN (HIGH SENsITIvrIY) - SEr 
SE DECISION MADE: 13-Cm-2000 
510(k) W 

DEVICX:UMBICVI' 
SE DECISICN XADE: 27-Am-2000 
510(k) ~?CXWEW 

DEWICX:SINUSCXXTAND~ 
SE DFCISICN MADE: 21-NW-2ooO 
510(k) SWNARY AVAIL?mE FEMM FDA 
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KILYMER- 
ZPIN: DEEWiL.B. KEXHJM 
14OON~S!CREET 
P.O. Em 450 
-, NY 14603-0450 

l7lLmERn 
A!tlN: DEEBA L.B. KEXHUM 
14OONGCCDMANSTREEl! 
m, NY 14692-0450 

FULYMER- 
AII?N: DEBRA L.B. KEXXDM 
14aONGOCaMANSllREFT 
P.O. E[Ix 30450 
I1DcHEsIIER, NY14602-0450 

KXAYMER-mm, INC. 
A!rlN:l.!Alzo ENRIGKT 
7736 ZICXSVJUE RD. 
IND-s, IN 46268 

FcLYMER~sYsrEMs, INC. 510(k) m K993377 
ATlN:M?uGo EralIGHT IT-KHETm: 
7736 ZXXWILLE RD. 
INDms, IN46268 

EtIxmExTwhxHL)GysYslEMs, INC. 
ATI!N:- ENRIGHr 
7736 ZIcNSVlXE FD. 
INDIANAK&Is, IN46268 

FCREXSURXC%PFCXXTSGRXJP 
ATIN:- MEXCER 
15 DAKr FUXD 
Imavm, GA 30265-1017 

510(k) W: KMx)795 DEVICE:RIGIDGM~(XtWACTLENS 
PJDFEIW: 716-338-8638 SE~SICNWiDE: 26-%!AY-2000 

510(k) ND: Km1960 
P!xm ND : 716338-8638 

510(k) fJD: KOO2025 
?XCNEIvD: 716-338-8638 

510(k) m K991894 
PXNE~: 317-87a-5610 

510(k) m KaOO586 
PHIlEND: 317-870-5610 

510(k) m K980974 
pEx3NEND: 454-465-1566 

510(k) m: Koo2586 
PHZUEN3: 678-479-1610 

510(k) m: K992815 
!ax.mpIx): 612 95882121 

510(k) RWARY AVAIUBLE FFCM EDA 

DEVICX:FCtGlDGAS --LENS 
SBDECISIceTMADE: 28-AUG-2000 
510(k) SOWARY AWiIUEXE FfiaM J?!X 

DEXtC!E:RIGIDGASpERMEABLF:CQWCK'LT!NS 
sEDEXXSICNMADE:31-CCT-2000 

510(k) m AWUTXiLE F'FUX m 

DEVICE: BIWCANNER -ItRIamEs T&z SIIRISS 
SEDWSIONMADE: 24-MAY-2000 
510(k) SUbWRY Am FRX FDA 

DEVIC.E:MIMBICkXMNER HOLTES!rsIRn%,(xIERTHE~(m) 
SEDliCCSICNM?iDE:13-JAN-2m 
510(k) STRm@m 

DEVICE: BIWCANNER TRIGLYaiRlDEsTEsTsrRIPs 
SEDFCCSI~MADE: 03-JOL-2000 
510(k) SOMARY Am RXM FDA 

DEvIcE:sAFEMINI 
SEDEcIs1c.wmDE:13-ocT-2aOO 
510(k) SATmERe 

DEVICF,:MEDpcWF'TERICNALsuw;IBJ;IMpLAM: 
SE DECISION MADE: 17-NW-2ooO 
510(k) m Am FlXM FDA 

DEVICE:THEM?RXNHIP~SYSIlEM 
sEDECISIoNMADE: 07-F'EB-2000 

510(k) SW-MY AVAILABU E'EUM FDA 
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ITlREmT, INC. 510(k) m KCC0085 
ATlNzSALVADCREFP~ FxmlE No : 9494634146 
154VIALAMPARA 
RANcmsANTA m, aI 92688 

FoSS1sMm1cAL,INc. 510(k) m: K972610 
EL303w,Lm40 ~K%IEz304Oc 
ATTNZJMlFSDGUm Ff-KNEIlW: 612-780-4555 
9055 EvEFamN EfmLEwm NW 
MmNFwmIs,m55443 

FcSS1sMm1cAL,INc. 
L 103587-002 
ATINzTlMZBYJKAppERs 
9055 Erm BLVD., N.W. 
MINNEAFQLIs,MN55433-8003 

-, INC. 
T, MZDEL, CS21,cS25,CS29,CS33 
m:MIm IJJaY 
4BEASI'BRIEGEST. 
NJMI-DF'F,, PA18938 

PRECISICNDYNM4ICS~. 
TfrIN:- L3NYLYK 
l388ODELSURSl'. 
SANFEFuwm,cA9134a-3490 

PRECISICNDYNAMICSCCRP. 
ATm:KALYNA SNYLYK 
1388ODELSURST. 
SAN Flzmmco, CA 9134a-3490 

PREcts1ceJ TElEmFT INIL., INC. 
ATm:PAm SuMNm 
3155 - PKWY. N.W. 
r+xcm!s,GA3cQ71 

PREcIsIoN~ SYm, INC. 
ATl!NzJCHNRF@GAZ!70 
36OWAKARAw 
,%LTL?%ECITY,vT84108 

510(k) m: K993564 

PI-KSEID: 612-780-4555 

510(k) pJ3: KM)1342 
EFDBNO: 440-526-5104 

510(k) m I(003277 

FB3?EiN3: 866-769-3763 

510(k) hx3: ~994263 
PHMENo:818-897-Ill.1 

510(k) No: K994353 
PEENE ND : 818-897-1111 

510(k) m: m224O 
Fi-mE In : 770-30-9725 

510(k) m: KOO2707 
ElDtEi ND : 801-585-7069 

DEVICE:- 
SE DmSI@l MADE: 17-MAR-2ooO 
510(k) StM!ARY A- FZ0.f FDA 

SE DECISION MADE: ll-AFR-2000 
510(k) SU&?GtY AVAILAEU Fw3M FDA 

SEDECISICNMADE: 2GAPR-2000 
510(k) SUMGRY AVAIUUZE FMZM FDA 

DEVICZ: P.O.P. PAIN KM! 
SEDECISICNMADE: 07-SEP-2000 
510(k) StMiU?Y AVAIUGiU FRZH FDA 

DEVICGSURZASSISI'sYSIEMWI'IH CZ%ZLAR~DIsp(1sABI;F:~~UNI 

SEDECISICt?MADE: 21-D%2000 
510(k) SUM4FtY AVAILMU% FRZM FDA 

DEVICE:S%UFUNEUMBILIC?&~CLAME'CUPPER#3540 
SEDECISIceTMADE: 24-=JAN-2000 
510(k) SUhM?@Y Am = FDA 

DEVICE: m DISKt%BLE FEZAL m SZRAPS #3860 AND #3565 
SE DECZSICN MADE: 22-M?iR-2000 
510(k) fxummmr 

DEVI~:RENDER-PL?%N3-D4.~&~5PLANl.a 
SEDECISICNME:23-AU-Z-2000 
510(k) SUMARY AVAIUZUZ m FDA 

DEVIC!E:PVS14ooGUIDEWI'JEWI!lHBYD~CC 
SEDEXZISICNMADE: 08-NZV-2000 
510(k) SUZM?GY Am m FDA 
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ElTNzWLIZIMDH74?E 
601 l3TFI ZTIREET, N.W. 
SUITE 901 SOLRH 
~,DC2ooO5 

PRRJIERP~SDN;EHD. 
=I 

ATlwJANNAPmxEEt 
198 AVENUE DE LA D'EMZRALD 
i?imRKs, NV 89430-9550 

PFUDEMZ3ILITYPRXKTSCK@. 
ATcm:a Imm 
182 -AYE. 
EXETER,PA18643 

PRIMEDENrAL-, INC. 
mIlLgANDow1GAN 
3735 WEST EiEXHXTAvE. 
a-IIczxx),IL60618 

PRIMEDENmL-, INC. 
A!rlmFuzmNmoMARAsIGAN 
3735 WEST EEMXCAVE. 
cHIcpM),IL60618 

510(k) m K992703 

PENEm: 202-783-5070 

510(k) 1\x): IO1327 

Pf33EN.l: 775-342-2612 

510(k) bK)z KOO1970 
KTXBEEX): 570-655-5574 

510(k) pIx3: x994224 
PH3EN3: 773-539-5927 

510(k) ND: KOOllO8 
FT-mE m : 773-539-5927 

pRIMELINEMEDIcAL~,INc. 510(k) rn Kool951 
DEtAR-LCGP, PRxmUm~pM4-3o6 
AI?N:- a3 Pl-mEm: 78049776al 
10707 1OOIH AVE., SUITE 300 
-, -, 

PR.mEXMBX%ED~~. 510(k) m: KOOl225 
ID TES!t' D.A.U. 
ATIN:= IatE FBXEND: 800-7262670 
4242 U.S. IiT. 1 
&mmum ~u~crrm, NJ 08852-1905 

PRIsMEt+lmmusEs, INC. 
ATIN:JUDITHAH?iRBXR 
10 AUBREX OmRT 
SAN ziN!xNIO, TX 78216 

510{k) m: KM30444 
FWXEIND: 210-255-4468 

-ma 510(k) ND: Koo1808 
m:ANI'IA 'rWEWLT EKBEB3: 678-461-5559 
9070 BIdmmnm TluKE 
mmm.,,GA30076 

DEVICE:C74FtDI~E3KGMtJL~-~ lNFaemI~ANALYsIsS!i~,m~ 

SBDECISICNMADE: 21-MAR-2000 

510(k) St&MARY AVAIGQLE FFCM FDA 

SE DM=IsIcN MADE: 23-MAY2000 
510(k) SUMAFtY A?MLABIE = J!DA 

DEXtC?E:JEX'1lXX@RED~ 
sEDECISIoNM?4DE: 26-SEZ-2000 
510(k) X&V&MY AVAEABLZ FRX EDA 

DEVICE:FRIME-DENl?CHEMICXLUJF#~~~~ 
SEiDEXXSIoNMADE: 31-&W-2COO 
510(k) StWEmNT 

DEVICE:F%IME&DEitTJ!VISIBLELIGBTCXPECXMEC'SITE~~ 
SEDECISICNZ4?!DE: 3O-bKf-2000 
510(k) ,9IXm5W 

DEVICE: FRlNEal rifumm~BAc!K,-uRE~pM4-305,PRIMEDPLEATE 

SEDEcISI~mDEi:o8-SEP-2coo 
510(k) SI7XmmW 

DEVICE:ACUJSIGNAMP3OO,BICSIGNAM@ 300, SIXKJSDSAMP3~, SYVAW 

SE DFCISIa MADE: 17-MAY-2000 
510(k) sI?WMmT 

DJZVICF,:MlXYKUW&WAYlNXRALExpAM>ER~ 
SE DECISION M74DE: 21-AF'R-2000 
510(k) SUhM?W AVAXABLE FKN FDA 

DEVICE:LKWBEADFWTSYSTEM 
SJ?,DECISICNMZ!DE:O4---2m 
510(k) iTUWARY AVAILXU FfMM FDA 
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Fm. Ducr HEAL!IH, INC. 510(k) Wz I(001098 
ATIWAbGEXABSOITD PI-KNENO: 6-566-2330 
1360wIncwRmD,fs!urlE201 
MmimPmK,cA94025 

PFUXDUCTBEALXH,INC. 
MJlWAWCLABSXIO 
1010 I%&fl.Lm cr. 
MENLO PARK, ca 94025 

510(k) hx): KWOl.35 
l3KNENO: 650-5662330 

~soL~cx)Nc1EpIIs, INC. 510(k) ND: K99375a 
R,PX6QLVECXSERV, PXCQLVE?X33 
ATIN:-Mm F53xE m : 317-848-7431 
1980 E. 116M SCREET 
SUITE 220 
cYWEL,IN46032 

EJFccmAsANovIK, INC. 
isrlwm ls?EFmR 
1872 XEiRIDE AVE. 
FAIR IAWN, NJ 07410-2812 

510(k) ND: ICOl418 
IlEElE m : 201-398-7412 

-&-a. 
lsI'IN: MARKMAND~ 
61OOCEWEZRHILI,AvE. 
CINCINNATI, OH 45224 

510(k) No: K99387a 
PiXBEN3: 53.34345196 

-&wo3. 510(k) m: KOO2096 
TnMFoNs,oPENEND-~m 
TSl?IN:MARKM- PHJNEND: 5X3-643-5196 
61cnczNtERBILLA~ 
m, (%I 45224 

PlXWCCDEVEZOFMCtfT~, IN51a(k) NJ: Km002675 
ATIN:FCWLZOACAREiXW FTENEND: 520-881-2556 
45coEiAsr -BLVD., #50 
'NCSON, AZ 8573.2 

iiFtiF&Lrn 
3049 HUDSCN e5rlmEr 
?mmUIN, IN 46131 

510(k) W K994272 
!FF33JE No : 317-736-0128 

pIxmE& INC. 
ATIN:JosEpHLMARK 
3049 I!luDsm ti?lxEm 
FFlANmm, IN 46131 

510(k) NJ: KOOll.32 
PHNE I93 : 317-736-0128 

DEWICF,:PR.J.DIXTBEXZHMI~, mEL STY01 
SEDECIS1oNFADE:18-I+F+Y-2000 
510(k) SUMARY AWdLAEtE FFCM FDA 

DEXICE:PFO.DWTfCXWEIER, MmmcxEO3 
SEDECISIONXADE:1O-APR-20 
510(k) St.W%RY AWIL?GiW F'XN FDA 

DEVICE: PROSOLV -, pFu.xmv-sE,~v~zE 

SEDECISICNMADE: 02-EEB-2000 

510(k) SU%ARY AVAILABU FlXM FDA 

DETVICZ:ALUMINWCXlDEpowDER,SCMaRUNDUHApws 
SEDEcIsIoNMNX:O5-JUL-2000 
510(k) SUWARY Am FiXN FDA 

DEVICX:UNSENCED -IAL-PAD 
SEiDEXXS1ONM&DE:18-JAN-2000 
510(k) SUWRY AVAILABU FXM 3TlXi 

DEXCCE:l7N?AXSXlTNTZWXXS, -END~WAPPLI-;~AX 

SEDECISICNMADE: 08-SEF-2000 
510(k) SUMARY AWIL?CiU FFUX l?DA 

DEfVICE:MXUMIUMEDITION2~ AoxmmTm~sYsTEM 
SBDECISICNM!DE: 25-CYX-2000 
510(k) SOMM?W Am FfMM FDA 

DEWIC!E:AtXMMED~BIOPSYDEVICE 
SE!DECtSICNMADE:O7-.JAN-2000 
510(k) Sl!FmmW 

DEXCCEi:BoNEBIOPSYNEEDLEi 
SE DECISIc%I FADE: Ol-MAY-2000 
510(k) SINmEW 
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-A/s 
ATIwIJafNmN KAHAN 
555 1m lsTREm 
wASHmzm,MJ20004 

510(k) m Km2500 
ElGNElNo: 202-637-5794 

-A/S 
ATIN:-SKAHN 
555 l.3TH t5?mmr 
!wsHmxm,Dc20004 

510(k) m KM)3656 
pJ33E r-93 : 202-637-5794 

-Lzx: 
m:AL WE- 

510(k) m K993280 
pI33E ICI : 305-829-3437 

19526 EZiS!l! LAKEi DRIVE 
Mm&FL33015 

-LK 
ATJN:AL WEI- 
19526 EAST LAN3 DRIVE 
MIAMI, FL 33015 

510(k) ND: KOO1366 
pE3cNE ND : 305-829-3437 

-, Im. 510(k) No: KOaOl24 
ZxrnkLEE BUI PHXIEND: 4a8-9454044 
2l&3~zp&7D. 

I 

-, INC. 510(k) m: ml576 
ATIwLEEBuI PFKXENO: 408-945-4044 
~3~zgBJEuyD. 

I 

~KJIECM~ GKNES SIN. BBD. 510(k) ND: Kooo667 
~50MI~oRLEslsoF~~~~ 

PEARLAsAMy PIXNE m : 079 263 909 
P, 
JALANYavG~ 
CHAAH, J=a 

gTuYImnmmsDN. BBD. 510(k) Im: KNH668 
UNESaZNBINS1oOMICRZRAMS cRLEssoFrImAL~~ExTPA 
ATIN: !tFmmJAwKARAsu ImRlxmYpH3NEm:o79263 909 
m No. 236, BATU 2 l/2, 
JALANYa?sm 
-, J-m 

FTKnEcm SYm, INC. 
ZU?IRIZCNMAEBEY 
8500 S.W. cREEKSIDE PLAC5 
Eils?im, m 97008-7107 

510(k) No: KOO2725 
PFDNEiNo: 503-526-8500 

DEvIcE:x-lwuRESYSrEt.lMEs1c%J2RAD 
SEDECISICNMADE: 23-CCl!-2000 
510(k) SOMMAFZ AVAILABm = m 

DEVIC.TE:X-~S!L%TEM~I~~~ 
SEDE?ZISICNMADE: 15-DE&2000 
510(k) SutrIMARy AVAIIARU FFGf ZDA 

mc!E:FRxllx!l251~~ 
SEDECISIONMADE: 14-MAR-2000 
510(k) SLNMARY AVAILAEU FFCBf liDA 

DEVIC¶Z:FP.XlXl251~~ 
SE DECISICN MADE: l%SEP-2000 
510(k) StBNAEU AWIL?BLE FRX J3DA 

DEVICE:SJCWATI~-VAaJUMASSIsTDEVI~ 
SEDECISICNM?!DE:1O-JUL-2000 
510(k) i+tWmmm 

DEVIC!E:EvA-VACUUMASSIST~CEFc%zQII?T%wG~ 
SEDEXZKICNbfADE:2S-DEK%2~ 
510(k) m 

DEVICE:RXiDEX-F'RFE- ExTamwn~~m~INIABEL~ 

SEDECISI~FADE: 2S-AER-2000 

510(k) SO&NARY Am m = 

DEVIC!E:FCXdXR-FREEm-B K&YMERCQZY.EDLATEXEXAMINPITIC%JG 

SEDECISI~MADE: 28-APR-2000 

510(k) SONBRY Am = FDA 

DEVICE:MICZXPAQ,~~402AND~ 
SE DECISICN MADE: 21-NW-2000 
510(k) i?iWMRY AVAIIABU F'FXBl FDA 
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PRUVATJSDI7XXXTICSL'ID. 
ATIN:m TlsIwms 

'16809-IMAD 
FfKXKUE,MD20855 

F!llKxAm-, INC. 
m:-wm 
13000 EXEUEIW DR. 
SEARLAND, TX 77478 

PRYMMEDIcaLLm. 
ATnk-- 
117 AI-mzAH ST. 
ItA'-, 

J?sK-P!IYL!Q) 
ATIN:BRIAN ItEzacN 
311 ScurIi MAIN t!ianmc 
-, NC 27284 

EST, INC. 
,KxlELEBFl228 
A!!TN:wILLIAM NADEL 
2462EmARaammY 
F?Aixl ALm, ca 94303 

PSY~Icsa%ze. 
ATlmwIlILmM mm 
128O~A~ 
SUITE200 
a+mRImx,mo2l38 

PT.wRPlxlANAMoLTI~ 
EINCXXWXCLABJZUW) 
KrIN:mpoy SIN 
JzxANmm. 20 
IzJammNsEIMATI 
--, 

puI%@[NETIcsY~, INC. 
A!lm:FKxEEu! -s 
930 SCRJM MI'. V%tKN AVE., 
Elulml loo 
axm, CA 92324-3928 

PuLmmxME!D1catm. 

510(k) m: Kool392 
PI-KNEW: 301-330-2076 

510(k) ND: IQ93414 
PKNEI IV3 : 281-275-5000 

510(k) m KM0888 
PIGE No : 972 977 18130 

510(k) m: xooO216 
PHONE NJ : 336-992-3686 

510(k) Ex): x003249 

PI-KNEND: 650-849-2000 

510(k) EJD: KOW351 
PI-KNEIIKJ: 617-868-7455 

510(k) t0 x994426 

DEVICE:GLYCXXALHEKK!T!EST 
SEDEZXSICX?MADE:21-Au;2000 
510(k) SUMWiRY Am F'KM FDA 

DEVICE: PRucxA ENG- INc.GiRDICXABEZ?~~,vERsIceT4.2 
SEDECISICNMADE: 07-APR-2OC0 
510(k) S AVAILABW FKM FIIA 

DEVICX:SANSIBARCE'APSYSTi% 
SEDECIS1CNM7iDE:15-AUZ-2000 
510(k) SUWARY Am FFxX FDA 

DEvIm:PsK-PE-sY~ 
SEDEKZISICNMADE: 09-MY-2000 
510(k) %&MARY AVAIIXKE F'RX FDA 

DEVICX:PS!C~I~~, MXXL2150,PSTBIFULARlGRCEM 

SF~DEKXSICNM?JDE:~~-DFG~C~O 
510(k) SW%RY Am FTXM J!DA 

DEVICE:~ICSANhLYSISOF'bKWHlNEINHAIR 
SfJDEtCISIN&%DE: ll-DEG2000 

510(k) SUM?iRY AVAIIAEU FKM FclA 

F'HXEiND: 061642 46164246sEDFCISICNKADE: 23-MZZ-2ooO 

510jk) SUM?iRY ASGUL7XU-m 

510(k) hK): KC02881 DEVICE:WBWIAKR, (x@mNmJs(RESP~),mELLTv1ooo 
EHLW N3 : m-783-2280 SEDEXX.SICNM?iDE: ll+CT-2000 

510(k) SQWARY AVAILABW FKM l?DA 

510(k) No: Kqoo653 DEWICZ:AERC.MXUNIKRS&, KDEL P/N 360000, AEFmxBmIDE,KmLP/ 
N360001, AEFUXDXTPANSIXBT-, ZXXEL P/N 360002 
ATInPAurAKm!r pI&NEm: 780662 3968 S?ZDEXZISIONMADE:O4-AUZ-2OCO 
5243-53 AVE. 510(k) SUWARY A- F'KH FDA 
ToFIEw -I 



susMITw-LIsllINGmcDRH~~ (W 510(K) - CR 510(K) - 
K.Rl?INALDM=TSIoNs~~MJRIEx=IMEl?ERI~ 01~JA&2000~ 31-DEG2CCO 

X-JAN-2ch 
Page280 

mENr ax?P. 
ATIWKENNETHJEWK 
-ia cl7xLAm sr. 
w&ERXXN, MA 02471-0780 

PoLFDENr axP. 
WUIlHmE 

ATIWKEZWETHJBERK 
80 QAKLAM) ST. 
wrfmmWN, Mli 02471-0780 

lxJLEDENr a3RP. 
IlFIFLUXIDE 
A!l!lNzKENNFMJBERK 
80 - ST. 
iq&!mmm, MA 02471-0780 

PrJLSIc.NMEDIcALSYsllEMs,m. 
NEIIrmcmmshzsaR 
ArIm:uLE- ECRG 
8911 SECGLEX DR. 
wLrmmam,Nc28412 

zstTN:uLF BmG 
20462-A fXWWEXL CENCXR DRIVE 
PO EKX 2637 
cn?mLmS,Nc28031 

FmEw7xIER~~, INC. 
ATlN:DEANsLEwIs 
14550 EST EASW A- 
scJITE800 
-, 0380ll2 

EuPEwl4lmR, INC. 
ATINZCYNMIAPWAL~ 
305 WEST Mlm.KEr EiTFEEz 
ANDEFW& sc. 29624 

FvREwAlIm, INC. 
HOFTICNALREMY.iEFlU! 
ATIN:FtIcNDAS~ 
305 WEST MARKEX t5zrEm2 
ANDERSCN, sc 29624 

510(k) ND: K994180 
PXWENO: 617-926-6666 

510(k) NX K994181 

l333lENO: 617-926-6666 

510(k) mz K994182 

HII%\IENO: 617-92&6666 

510(k) bXx K991886 

pE33E ND : 910-452-7386 

510(k) m KCXU762 

pH3NENo: 877-655-8844 

DEVICE:PULSICNCWINGWSPUISE ocsJrrxlR~~~(PIm)~~ 

SEDJX!ISICNM?QX:13--JDN-2000 

510(k) ,tXMMWY Am FII(;pI IiDA 

510(k) NX K994279 DEVICE:POREWXIERX.DS(~ DIATXSIS ZXZUTIa) 
PENEND: 303-693-7610 SE DEXXSICN MADE: 22-D&2000 

510(k) SLIWARY AUAIIXU FlXM FDA 

510(k) mz X992786 
FJHXENO: 864-375-0105 

510(k) ND: K993058 

PiENEN3: 864-375-0105 

DEVICZ:FuHE~,INC.'SWYTERFURIFICATICNS!f~ 
SEiDEtCISICNMADE: 24-JAW2000 
510(k) iXB!MRY AVAIUGLE FXM .EDA 

SEiDECISIONM?iDE:24-JAN-2000 
510(k) SUMMARY AVAIUBLE F'FUM 

DEVICE:l?JWDENI'C7WMYPREtPAR?fF!ICNIII 
SE DECISION WE: 02-MR-2000 
510(k) SmTENEW 

DEiVICE:FULFDENTCAVITYPREPAlW'ICNII, ruixlmncavITypREpAEusTIoN11 

SE DECISION WE: 29-FEB-2ooO 
510(k) iTWWENT 

DEWICE:FULE'DENl!CNITY PREPmmIcN1,POuD~cAvrpYARATI~l~ 

SEDECISICNMADE: 23-FE&-20X 
510(k) CZNWRW. 

SE DECISION MADE: ll-M?Z-2000 
510(k) ,SLRMWY AVAZ?@TX F'FCM FDA 
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FmETJwrEEl, INC. 

Pixm ND : 864-375-0105 SEDECISICNMADE:1&APR-2m 
510(k) SUWARY A??AIGWX m FDA 

-, INC. 
zrIm:AKr WARD 
3234-m 
mwKiRTRIcHEy,FL34655 

510(k) m KOO2319 DEVICX: FtJRuENs SALINE SoLuMm 
PKBlEN3: 813-645-2855 SEDECISICNtGDE:30-AuTs-2@30 

510(k) SUHARY AVAILXUZ FRX FDA 

pLlRlmN-ocwp. 
ZU?lMMl?YENNK 
22OOFARADAYAVE. 
czARTam8 CA 92cKk3 

510(k) ND: KOO1646 DEvIcFI: -m &lO~SY~~~EOpllIoN 
lT-KNENO: 760-603-5957 SEDECISICNMADE: 2O-OCl!-2000.- 

510(k) iXR%ARY AVAIMBUZ FFCM FDA 

fuRI?IAN-ocwp. 
ATImIlARnJBuscn 
2mmBLm. 
B,MN55441 

510(k) ND: KW2CQl DEvIcm BREEZE SLEEKZMWITHDRENSEAL 
ETXNE No : 763-694-3563 SEDECISIONMRDE: 06-SEP-2000 

510(k) SOMARY AVAILMLE FRX FDA 

510(k) No: K990897 DEVIC?3:NEXUXRPtRLTAN- 7coSEmESv!amuam~~,ANDEAsy 

Pi%JNE I?3 : 353 917 53771 SEtDEcts1mMADE:15-Mm-2Om 
510(k) SOMARY AVAIIABU FEUX FDA 

-sDNl?HD 
iwmmmFoIu3 
Pr.m 5, &TAlAN- 1, 7.5KM 
J.MERSIIC,KLUAWIND.~ 
XLuANtz, JUXRD. TAKZM, 

510ik) ND: IC394420 DES%tCE:KNlXR~LA!CEX ~CNPZXITEZWGUXJZS 
PiXNENO: 607 787 9128 SFaDECISICNMADE:18-SEP-2000 

510(k) B 

EwAINousTRIEssDN. BHO. 510(k) Xn KOOl475 DEVICE: Hlswm-PLUS, sANI?IM, lmnNa3, litx?DEREo~ExAM(=LcNEsm 
TAINSlOOMI~ cRLEssoF?LKm&~-PR 
ATl!N:-MYASSIN 
Im 93, sEzm4Bu INDUSJ!. Ei3w!f3 
-, -t 

FKHElNO: 609 567 0835 sEDECISICNFADE:13-JON-2@x' 
‘510(k) STMEMNF 

FVADSDN. BHD. 510(k) m: x001485 

ATIN:-M-IN 
Iac 93, SEMAMBU INDusr. EsTA!rE 
-, p-r 

PKBEN3: 609 567 0835 

Q2MEOIcm 
A!rIN:ERIc MILLS 
24uOcxlxTEmmDRIvE 
LLx]Im, KY 40217 

510(k) m: Koo2752 
PI-KNENO: 502-634-5900 

DEvIcFa: HEAL!cH-ms, SANITM, RELIANCE, FadlEFt-FHE LATEX Exz4manm 

sEDEXXSICNWWE: l&JON-2000 
510(k) ,smTmEm 

DEVICE:BAY(XETT lKX!EPSBIXOLARIRRI~ 
SEDECISIoNMADE: 20-NOV-2000 
510(k) t!XNMRY AD F'ECM FDA 
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l?KSRAWcWLFss) 
ATIN: ZECINAN SHm 
205 KRIH E?XVIEWAVE. 
UNIT4 
-, ca 94086 

QRSDIAGNXTIC,X 
ATIWJILLRKRALL 
14755 27TH AvE.I%R!IH 
PI.cmxm,m55447 

@SDiXI'WlTC,LIx: 
ATIWJILGRKRALL 
14755 2'i'IH AYEJUXIH 
PIi!aum,MN55447 

cm=Jc=, INC. 
A!L'I&lXFUJXYDETN!?JB 
2042UXTJiiDELW.XL 
c11RLsBAD, ca 92009-1410 

cm==, INC. 
NTNzDWXHYDEZNBEX 
2042axuEDELNoGAz, 
czausBm, ca 92009-1410 

cm==, INC. 
ATIN:- DEINZER 
2042cXRIEDELfJoGAt 
CaRLsBAD, Qi 92009-1410 

@ALWSD~CS,INC. 
ATlWVIJAYKM?W4'?T 
2042CSXT!ZDELNcGAt 
CARLSBAD, ai 92039 

!?i!EYL& CaMpBELt 
3RIiERim EWSINESSPARK 
FRIARKNIMAD 
PEEMI, -I 

QJANmMlmm 
ATIm- MYERS 
377 Ex3u-m 17 so[RH 
I-ncmmxHEI~,NJO7604 

PHXEN3: 408-739-4729 

510(k) !n KOOl.278 
Et-Km No : 763-559-8560 

510(k) ND: ml995 
PHSNE m : 763-559-8560 

510(k) ND: KOO3094 
E%-KXE rm : 760-9X3-9165 

510(k) m KOO3095 
PIXNE NO : 76&918-9165 

DEvIm: FAsrpAcx (zKs?mx 
SEDECISICNMADE: 29-MW-2000 
510(k) SUMRY AVAXARTE FFW l?DA 

510(k) ND: KOO3096 
FFKEE ND : 760-918-9165 

DEXICZ:FASTPACK~ 
SEDECISICNMADE: 30-NW-2000 
510(k) ZXMARY Am FALM FDA 

510(k) ND: K994419 
FFKNENO: 760-918-9165 

510(k) No: KOO0754 

DEVIC'E:F'ASI'PAfXPSA~ FASTPACK SYSIEM 
SEDlXZISICNMADE:2thJUN-2000 
510(k) SLM!ARY AVAILAEW FJXM FDA 

DFWICE:QWWASE ~~AssAy500TFsTKIT 
JXBlEN2: 44 017 38444102 SE DEXXSICNHADE: 19-JUN-2000 

D?ZVICX:EESTEXEXBiDER-FREELMT%EX?-@i~~ mw. (50 

SEDECISICNMADE:13-SEE-2CGO 

510(k) m 

DEVICE:SJNWRJZDIAGNXCICSP~ 
SE DFL!ISICN MADE: 29-NC'V-2m 
510(k) SUWARY AVASLAEW FlXM FDA 

DEVICEZSPIF@XCNtDD~C~~ ANDPULSE~ 
SEDECISI~MADE: OS-SE%2000 
510(k) SQNARY Am FRB FDA 

DEVICE:FasrppLscPSA~, FAzsTPmANALYm 
SEDEZCISICNMGDE: 25-CCl'-2000 
510(k) eSUM+RY AVAILAXE FlXM FDA 

510(k) tmmNEXC 

510(k) PJD: K993674 DEVICE:pocxETULTRAXNICP~ 
pEEe\lE ND : 201-727-1703 SEiDECISICNMADE:l%JUL-2m 

510(k) SUMGBY AvAILAE3Le FM.f liDA 
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ouANmLMEDIczy; 
cRFcx!mr 
AThl:- M!lERs 
377 IKIUE 17 SOUIH 
x.mBFmmmI~,NJo76O4 

$!-=&I=, INC. 

ZxTIWWACXXl! 
1938 N.E. 14&TH TERR. 
MXEI MIAMI, FL 33181 

ATrNzM7+rK?m I,.!EwIs 
ONE-PKWY. 
~,TX75002 

pIlmm - 03. 
ATTNzMWl'HEWJBEDLUND 
3303bsxtE~PKwY. 
BamELL,~98021-8906 

cJJINKN - 03. 
zaTN:DAvID HIMES 
3303 l+sxrE vlIJ.A PKWY. 
KIllmIx, WI 98021-8906 

R&DMEDICZXG -, INC. 
ATm:JAMEs !rmN 
20492 - BAY DR. 
Lm3l!txmT, CA92630 

R&DSY=,INC. 
ATlWKENNEZMTEDDS 
614 lKXI%EY PL., N.E. 
MRamR&Is, MN 55413 

R&DSYS!LF%,INC. 
ATINzKENNETHTEDDS 

#lo6 

510(k) ND: -554 

EBXE ND : 201-727-1703 

510(k) N3: KOO3069 

PHXEN3: 305-948-8788 

510(k) Xx I@94274 

PKN!Zm: 800X27-0226 

510(k) m KM32366 
FKNE m : 972-390-9800 

510(k) m: It992908 
F%KNFi1\10: 425-402-2416 

510(k) t?Z ml492 
PKNEIW3: 425-402-2484 

510(k) IW: ml117 
J?EKBEW: 562-274-0361' 

510(k) ND: KOO3208 
PI33lEiIQ: 6X2-379-2956 

510(k) ND: KO03534 
lTi-K%EW: 612-379-2956 

sEDECISIoNMADE:14-MAR-2m 
510(k) SUWARY AVAXAEXE FXM FDA 

DEVIC.E:ANTI-C%RDICLIPIN,MULTIPLE~IES lxamamxc!ALms 

SE DECISION MADE: 27-W-2000 
510(k) SUbWARY AVAIUBLZ F'FXX FDA 

DE!VICE:QJEiSTME'SPEFGUSICNASSISTEDDlRECT - ARTEXY BYPASS (PA 

SE DECISION FADE: 31GAY-2000 
510(k) SLM!ARY AWILABTZ FFUX MYi 

DlWICEkCp!STMPSBlXIGUP~syEM 
SBDECISICNMADE:18-SEX-2OOO 
510(k) SUbMARY Am FRX FDA 

DEVIUQQ-TEL 'Immmm siSTfmV. 6.0 (ST) 
sEDEmsI~MADE: 06-&m&2000 
510(k) SU-MRY AVAILXLE HX FDA 

510(k) SUbWiRY AVAIUEZE l?IXX EDA 

DEWICEi:ocMFz%TpSTIM 
SEDEY.XSICNb!ADE:O5-JUL-2000 
510(k) SUMGRY AVAILABW F'FXM FDA 

DEVICE:R&D3KRETIC 
SE DECISICN MADE: 07-NW-2ooO 
510(k) .'XWARY AVAIIABLE EXM EDA 

DFXICE:PEMRA5D 
sEDEcIs1ck3mDEi: Ol-DEG2000 
510(k) SUbWiRY Am FlXM ?iWi 614 - PL?CX N.E. 

zamE?mmS, MN 55413-2647 



MADDmLImFcRcDRHm~ W4 510(K) sO&MMES CR 510(K) - 
FoRFINALDECISI(IL\Is~ DuRIm!mFlPERmDo1YlAw2OOO?Hwxx;H 31-DEG2000 

R-DENIZG~SSEGMBH 510(k) m ml414 DEwIc.z: -EL 
ATIN:ANo~ SPRAFKE PI-ENEi ND : 004 940 22757617 SE DECISICN =E: 09-AIlG2000 
B-88 
HpIMBuI713, D-22085, 

R-GwxTpINI!L. 
A'IW:KEZ?PYAIZ%lN 
2321 N.W. 66M Cl?., SUIXE W-4 
-, ?3!L 32653 

R-GFXXPINTLe. 
ATImJmRRYANm KAHN 
2321 N.W. 66!IH CT., SUITE w-4 
B, FL 32653 

R-GXUPINIL. 
ATIN:KERRYANNE KAHN 
2321 N.W. 66M CT., SUITE W-4 
B, FL 32653 

R-ME&IX!. 
ATINGEIUXDRIZA 
3465 FWARRE AVE., EXX 167636 
CXEX33, OH 43616-7636 

R.S. XQU?QE AND ASSXIX=, INC. 
Ar3mk-s~ 
3636 E. aX.UMBINE DR. 
Fw.mlrX, AZ 85032-7372 

R4TELFMEOIcINE,INC. 
ATIN:T%X+.SBSMM!H 
1301 K SIREEIJ N.W. 
soITE8Qo~ 
B, DC 20005-3333 

RADTI-EmPY~m, INC. 
ATm:m GRLEE 
738 ATBEN DRIVE 
~ISIKNO BFpd3H, FL 32176 

RADIMFmcxLSYSImsAB 
ATIN:MATs GIwmJND 
Pm 10 
-, 

510(k) m: I(993777 
pH3NE No : 352-378-3633 

510(k) Ex): KOOl233 
F?HlE No : 352-378-3633 

510(k) 1uD: ml599 
PKNElpJD: 352-378-3633 

510(k) r?.J: KOOl236 
PIxmm:419-693-7481 

510(k) No: KOO2983 
PfXNEtm: 602-788-5651 

510(k) bXZ)z KCXX443 
E?-mEm: 202-626-3900 

510(k) m: K992689 
PI+mJ3 m : 90&441-7400 

510(k) 1uD: KM32962 
Fi-mIEim: 4618161000 

510(k) SUh%mRY Am Fw3pI FDA 

DEVIUQDI- ANDFEusAEsr.EBALLAND~~Es 
SE DECISICN MADE: 25ddAY-2000 
510(k) ZXXmdmC 

DEVICE:ACTI-FLEXF!GUlDDELNERy SYSTEHCWACTI-ZLEXFDS 
SEDEXXSIONMADE: l3-DEG2000 
510(k) SrzITEMENT 

DEVICX:XX'I-FLFXIVADMINISTRATXXSEZ! 
SEDECISICNMADE:18-SEP-2000 
510(k) Sm!m5X? 

DEVICZ:lUZAPANDslliFKHER WV- 
SEDEYXSIC%Y~E:l7-JUG2~ 
510(k) tmm%mU! 

DEVICX: C.T.M. RXZEt CHAIR, MXEL BS-5600 
SEDECISIcNM?iDE: Xl-OX'-2000 
510(k) im+!ARY AXULABLE = l!DA 

DEVICE:REMYlEFEFALMEDICINJZULTRAXUNDSYi??IEM 
SEDECISICNMADE: 24-APR-2000 

510(k) SU+!ARY Am FRX FDA 

DEVICE:MUPLUS 
SFaDECISICNMADE:1O-FEB-2OOO 
510(k) SU+l?QZ A- FRX FDA 

DEVICE: PRESSUGWIRESENSfX,&%XXL~~3/l2303 
SF,DJXISICWMADE: 0'&XX-2000 
510(k) SUmARY Am FEicpl FDA 

x-aN-2c.., 
Page284 



-ADDREssLI-FwRcDRH~~ C=) 510(K) - OR 510(K) - Xi-JAN-2a. 
FcRFINALDM;?sIcNSREnDBBBDDuRINGmpERIcQo1JAN-2ooo~ 31-DEG2000 Page 285 

RADI~o3RpoRATIceJ 
m:m fzIcHmm 
9LrNNELLm 
BILLZRIC?i, MR 01821 

RADIWAMERIcA,INc. 
ATIN:VlXlWfMSI~ 
810 ,CSARXJ DR. 
-, CH 44145-1598 

IuiDIWMBDIWA/S 
ATIN:KRI~ Km 
AlIAmwm 21 
DK-2700 BRXSIXU, 

FaD1mcs,INc. 
A!JX?:KEVINJO'CNNfiLL 
22 TERRYAW. 
BuRTxmm,~O1803 

FtADIrncs,INc. 
XlXN:KEVINKO'CNNFXL 
22 TEZRYAVE. 
BuRLmxm,MA01803 

RAD1mcs,INc. 
ATIWKEXINJO'CCNNELL 
22 TEZRYAVEL 
~,mo1803 

FaDIam!s,INc. 
ATm:NANcYcMAaxmLD 
22 TERRYAWL 
BLmmxN,m01803 

RADIams,INc. 
ATIN:KRIsMNE cIaNAvAN 
22 !tEIGtYAVE. 
BtmLmxa,MA01803 

mD1cNIcs,m. 
A!l?lN:K!ZVINJO'CCNNELL 
22 !l!EXRYAW. 
v,mo1803 

510(k) No: KOOlO70 
FTXNE m : 9784x3-7400 

510(k) IUX K992859 
PI-mEm:440-871-8900 

510(k) Ex): KOO1866 
PIXXENO: 453 827 3827 

510(k) m KM32290 
PKNFINO: 45 382 73827 

510(k) No: K992226 
EJI-KIEND: 800-4666814 

510(k) RX KXXX)57 
psENENO:800-466-6814 

510(k) Xx Koo1431 
FFmEm:800-466-68l.4 

510(k) No: KOO1700 
PHXEKJ: 781-272-1233 

510(k) No: x001741 
ET?mE CD : 781-272-1233 

510(k) m: KM11950 
PISXEm: 781-272-1233 

DEVICE:IiADICMEDSCURCE 
SEDECISICNMADE: 24-CCT-2000 
510(k) SD&NARY AWULABLE !ZRX FDA 

DEVICX:ABL7OOSERIES~~wIlwAvrocHMx~ 
SBDEL!ISICNMGDE:1O-JAN-2000 
510(k) SLWARY AVAXABW FRX FDA 

DEvIG3: TcM400 
SE DEXXSION MADE: 07-DEX&2000 
510(k) SWGRY Am FRX FDA 

DEvIcE:ABb7oot?mIEs,mELABL7xx(~aJSmELS) 
~DEc!IsIcNMmE: l3-SEs2000 
510(k) StNhRY AVAII.XU l?RX FDA 

DEvIa: XDS EXE%N?&CSFDRAINXFlAND~SY~ 
SEDECISICNMADE: 04-ALG2000 
510(k) SLWdARY AVAIIABU FRX FDA 

DEvIax:RADIcNIc!s~SHON!r 
sEDECIS1~MADE:2O-MAR-2000 
510(k) SOWARY AVADX3LE FFUX FDA 

D?ZVIC.E:MXtFIC&TICNTiDOFTI~~ sY= VW 
S.EDECISIoNMAlX:17-MAY-2000 
510(k) SUhNAFX AVAIIXLE FXN FDA 

DEWICE: XPIAN 2.1 
SEiDECISICNEADE: 28-JUN-2000 
510(k) W AVAZABIE = FDA 

DEWICE:RADICNtCSFU?DISC mEXXTRTlESYm 
SEDEXXSICNFADE: 23-Wl!-2000 
510(k) SUN%RY AVAILABU F'RX FDA 

DEVICX:OPMCATaTRACXlN sY= (09 
SEDECIS1CNb¶hDE:26-JUL-2000 
510(k) StNiW.Y AVAILXEE F!FCM FI)i9 



-ADDREssLI~FoRcoRH-~ W4 510(K) SuEplARIEs CR 510(K) i3MEMNE 
EmFINALDlxIsI~~ DuRIm?HEPEzxIm01JAn-2000~ 31-DEc-2ooO 

RADIcRIIcs.INc. 
lccN:ec- 
22 'ERRYAW. 
EcEGmxm,MAo1803 

RADIBaa%(p. 
A!l?lNzCXSNJNI~ 
2685MARINEWU,SUITE1408 
MzxlNmmm, CR94043 

RADIBcsrn 
ATIN:GARY a)RrIs 
1308~AVE.SiUlTE200 
-, cl 94089 

RADIBaQ%Ip. 
mm UJFms 
l3O8EjXREBSAVE.SUITE200 
EaNNmxE, CA94089 

RANDQXBLTD. 
ATm:P. i+Fmmaa 
ARDMXE,DIMXlDE117YU) 
a3lJMLm, CD. ANICRIM, 

RANIXXVLTD. 
ATIN:P AFusTmG 
ARDMX?Z,DIAtCNDFUXD 
a?LlmIN, BT29 4QY CD. 
AttCRIM, N. I.FEWNO, 

RANDXBLTD. 
AT!CN:R AFNTXNG 
ARlMXE,DISXNDFSXD 
fz.zumm, BT29 4QY CD. 
Z+NTRIM, N. IRELAND, 

RGNDOXBLTD. 
A!rm:P luuamxm 
55DlXENDRD. 
CRUMLIN, 03. ANrRIM, 

RANECXSLTD. 
A!rm:P Al+srmG 
55 DIAKNDRD. 
a?LmIN, 03. ANIRIM, 

510(k) N: IUXI2773 
FT-KEEND: 781-272-1233 

510(k) m: K982556 
FfzmEihx3:650-39C-0889 

510(k) En KOOCO32 
FfKNEm: 408-745-3200 

510(k) m: KOOO241 
pH3puEm: 408-745-3200 

510(k) m -375 
PI-KNEfJ3: 440289 4422413 

510(k) PIX): KtXN468 
FTXNE ND : 440 289 445294 

510(k) m: KM0469 
RXNEi1uo: 440 289 4422413 

510(k) rm KCW483 
E%t.XEPD: 440 289 4422413 

510(k) 1x): KOOO661 
PENEND: 440289 4422413 

DEvK.93: NEtJmaPwrIH~1oo 
SEiDJXXXCNMADE:23-0CT-2000 
510(k) SUMARY AVADXXJX FlXM FDA 

DEVIa:LEVEEN~LE- 
SEDFCISICNMADE: 06-APFb2CXXY 
510(k) mA!mmm 

DEZVICZ:LEVEENNEEOLEiELECIKDE 
S!ZDEXXSICNKADE: 3O-MRR-2000 
510(k) m 

DEvIrn:RADIB cSRF3ooOR?iDI@Xx$lWY~ 
sEDECISICNMADE:14-APFC-2000 
510(k) SWXBBWT 

DEVICE:FUiNlXX(XTBUM 
SEDECISICNMhDE:O5-APR-2000 
510(k) ,ZMTMN' 

DEVICE:FGWXX~C% 
SEDECISICNMADE: 2744?&2000 

510(k) srATWEm 

DEVICZFWJXX~C3 
SE DFXXSICN MADE: 27-M?%2000 

510(k) SUbN?BY Am FKM FDA 

DEVICE:lWQXXALEUMIN 
SE DECISICN WE: 31-MXG2000 
510(k) S'mTmm! 

DEvIa:w- 
SE',DECIS1CNMRDE:13-APR-2000 
510(k) ,tTAQWm 

X-JAN-2oc; 
Page 286 

. 
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lV+NDX~LTD. 
ATIN:P. Alaslxm 
55DIAXNDRD. 
-, 03. ANIRIM, 

510(k) mt KOW662 
FKNEtlKl: 440 289 4422413 

RAtWZMLTD. 510(k) m xoO1009 
A!rm:P. AlwaxEG Fi-mE Ix] : 44 028 94422413 
ARDMXE,55DINCNOEMAD 
-, 03. AtTrRm, 

RANDa-m. 510(k) I& KO02674 
A!rmzPAuLINEAFmTmc P%mE m : 441 849 422413 
55DIAMXQRD. 
CRUMLIN, 03. ANrRIM, 

RDbfEmcALMFG.,INc. 510(k) m: K000017 
PAPSET- EliEmmm~~sET,~Al400 
A!lTN:CMWSA~RIQUEZ PfXNE I93 : 787-742-m 
ED. - 
-, PR 00775 

ROMmIcnLMFG.,INc. 510(k) ND: KOO1102 
XilNzWAT F'HXa lU3 : 787-742-3800 
En FtlLTAMxsA 
aLEBR?l, PR 00775 

REZMXDBIUi.XXINC. 
ATIN:JANIs FREEsKeJE 
1206sEsAMEDRIVE 
-, a 94087 

510(k) m: KOOO979 
PfTKNEm: 609-691-4770 

REE?WXEDINXXlTCS,lX. 510(k) 1\x): -781 
A!lm:JosEPH L7dwKR PIEN3 No : 781-276-9000 
23 CKSBY DR. 
BEmJRD,m01730-1401 

REEFNNXDIpQ\FospIC!S,INC. 510(k) m: KCXN783 
m:JosEPH Ia?iwlm F'IXNE ND : 781-276-9000 
23 cF+3SBY DR. 
BEDmRD, MA 01730-1401 

RErxmmm-, INC. 510(k) m XIX)3236 
m:xEvIN w?LLs PI-Km r-x3 : 720-962-5412 
777 m L.L4Dm BLVD., 
Bux. 2, SOITE 102 
rzmmm, 03 80226 

DEWICE:RANlXXFEFWTIN 
SBDECISIONMADE: 03-m-2000 
510(k) sIzmmtm 

DEVICE: RANDOX c-m pFKYl?EIN 
sEDECISICNH?+DE: 04-AU%-2ooO 
510(k) S'mmam. 

DEVIClQRANlXXMI~ 
SEiDEXXSICNMADE: 05-OCl'-2000 
510(k) ,%WEzmW 

DJWICE:PARSET~~CNSEl',UERTmXK, mm Al4uolE, 

SBDECIS1CNMADE:1(HEB-2000 
510(k) .SOWARY AVAIIXUZ FF&M FDA 

510(k) SC&MARY AWIIABTX FECN FDA 

DEvIa:REzxtscIKEEN 
SF,DECISICNFADE:1O-AP%2OOO 
510(k) SOMWRY AVAIUiBU FIXM EDA 

DEWICF,:DlRECl'TlX!KIT 
SE DECISICN MADE: 02-hlT+Y-20QO 
510(k) m 

DlWICE:DIREZZTIEC~ 
SEDEXXSI~MADE: 04-MAY-2000 
510(k) smTmiWT 

DEvIa: RErINADx 
~DECISIONtrpiDE: 

510(k) sIMWEW. 

02-Ffm-2000 



-mREssLI~mcDIw-~ (W 510(K) 
??tXFINALDECISICNSFtENDEREDDURIbG~PERICD01-JAN-2~ 

- CR 510(K) - 
TBRXXX31-DEc2ooO 
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wIatm!J?oPFmmMIc~, 
A!lTNzFR?NKJDREXELIW 

D510(k) W: XXX288 
PfmFam:716-686-4548 

3374 -AVE. 
DEPEH,NY14043 

REUANCZ-CpI71JDtll=rs, IIGilO(k) W KOO1048 
ATIWIVXWRYNBP- 
llcQW.IRvIIGPARKIlllAD 
-, IL 60193 

FmiE~IuD: 847-534-6146 

ATTN: E.J. SNITH 
mm4341 
mFl?X, MO 21114 

R.EmDw 
DiSLHMIT 
AIITN: E.J. SMITH 
mBOx4341 
C.lXFKN,MD2l.l14 

RF2JlEDB 
AND- 
ATE?: E.J. SNIT'H 
PO Box 4341 
CRXl?.X, MO 21114 

(I2O?KN,MO 21114 

REmDFfnRMA 

%ZsMrrx-I 
FoKx4341 
OLXTCN, MD 21114 

ii%: E.J. SMITH 
mEox 
cZ&XKN, MO 21114 

REElED- 
ATlN: E.J. S&iI'IR 
mmx4341 
cmF'lCN, MD 21114 

510(k) m It993389 

PHJNE Im : 410-451-0639 

510(k) m K993390 

Pxmwm:410-451-0639 

510(k) m K993395 

FxNEm:41&451-0639 

510(k) No: IQ93396 
pH3NE m : 410-451-0639 

510(k) No: K993403 

PHmEm:410-451-0639 

510(k) m: K993404 

PKNEN3: 410-451-0639 

510(k) m K993405 
?GTXNFir\lD: 410-451a639 

DEXtCZ:REICXERTCT2OOcXNQCl!~ 
SE DECISICN MADE: 23-MAR-2000 
510(k) tTINmmr 

DEVIC'5:LIGHl!ECNO(QuIcKCXJFtE) 
SE DECISION MADE: 27-APR-2OOQ 
510(k) SO&NARY ALULAEUZ FXM JiDA 

sEDXXSICNMADE:18-AW-2000 
510(k) m 

DEVICE:RWEDb!AT.ELXEXCCNDX(SOPlmDuPm) pREvmlm,mBoy,AN 

SEiDECISIONMADE:M-FEB-2CXX3 
510(k) stxmmmm 

SEiDECISICNM?!DE:15-FEB-2000 
510(k) SIIATEMENT 

DEVIa:BMALEEXTRA-- 
SEDEcISICNMADE:15-FEE-2ooO 

~,IDCKYBCX,- 

510(k) iTIW@mw 

sEDEcISICNb??iDE:18-AUh2OOO 
510(k) stmmamm 

DEvIacRmEDMAmIATExamcM(~Ic)~, LuawBoY,ANosu 

SEDECISICNMADE:15-F'EB-2ooO 
510(k) ,%n!mmm 

DEVICE:REMEDNRLEIXTt!mCmXN~, LucmEDY, - 
SE DECISION MADE: 15-FEE!-2000 
510(k) SINEMLW 
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Fo mx 4341 
-, MD 21114 

RENFDPHAuMA 

ATIW E.J. SNMH 
m Box 4341 
m, MD 21114 

RTixFamlxOC%IP 
ATlN:HriN-so KIM 
86-P=, 
PltmJRN, MA 0184ll 

RFERsEDIxOaRP 
A!rm:HAN-sco KIM 
86almlmxPARK, 
wxmN,m01801 

RFFFamDIxocwp 
ATm:H?s+sco KIM 
86UWlItGSPARK, 
mEuRN,Ma01801 

lu?zmmm-, INC. 

Ek? :- zm 
18l21PAimmIAST. 
-, ca 91325 

REsPma -, INC. 
ATINzDAVIDJVANELW 
1001MuRRYRamI.?uw 
MORRYCSVILTX, PA15668 

REsPma -, INC. 
ATIN:Iz7aHY l.-fxRE 
l261LIEWtTYWAY 
VIsrA, CA 92083 

510(k) ND: K993408 
PKNEINO: 410-451-0639 

510(k) Wz K993409 

H3ta\lE ND : 4104514639 

510(k) ND: Koo1603 
PlXXEN-3: 781-667-8893 

510(k) mz ml606 
FJHNEfJ3: 781-667-8893 

510(k) ND: KtX)1607 
=I'K):781-667-8&33 

510(k) ND: x003142 
FT-XXE ID : 44 I.32 6372753 

510(k) m K994351 

PfEXE ND : 818-882-1997 

510(k) m: K992530 
l!FKBE NO : 724-733-5866 

510(k) m: KM31208 
FT-KBIEND: 760-727-3500 

DEVICEi:REMEDM?URIBJ3EDCXNECWFRJmWmR, LLJcxYEoYsuMMIT 
SE DECISION MADE: 15-FE&2CGfl 
510(k) s?IYmWm 

SEDECISIONMADE: lS-AUG-2000 
510(k) m 

DEVICE:REZxmADT4ENZYMFaIWmm%AYW 
SBDFCISICNMADE: 05-CX.T-2000 

KIT (=fQQ=# 105) 

510(k) tCmTmmc 

DEVIC'E:~TSHENZYMEIMMW%WZPENENZKIT(CAIIIAU3G#107) 
SE DECISICN MADE: .05--Wl?-2000 
510(k) .%Wm@m 

DEVICZ mT3n BRE3Y=ENTKIT(rn104) 
SEDFCISICNMADE: 05-Wl'-2ooO 
510(k) esImmmr 

DEVICE:MI~ 
SE DECISION M?mE: 22-IiW-2000 
510(k) fsmTmmr 

SE DECISION MWE: 22-M?iR-2ooO 
510(k) .SUmARY AVAILAEU l?FCM FDA 

DEVICE:BIPAPfZNCmCWHc 
SEDECISICNMADE: 2O-MAR-2ooO 
510(k) SOMMARY AVAILWLE FFCM ElzA 

DEVICE:'ESPIRT 
SEDEXZISICNMADE: Z&MAY-2ooO 
510(k) SONW?Y Am FFad FDA 
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RESP~CS, INC. 
A!lTNzilAvIDJ~ 
1001MuRRYRImELANE 
MURRYSVILLE, PA 15668 

REsPmcs, INC. 
A!LTNcDAVIDJW+NEUA 
1001MmRYFcaxEIANEi 
MURRXSVILLE, PA 15668 

REEmRmIcs, INC. 
ATINzDAVIDJVANELfA 
1001MmR!fRIwELANEi 
MDRRYSVILLE, PA15668 

. - -.a 
ATIwFmNK TIGHE 
1776 - f3rREm! 
2OOIwxulH 
A!lLm?A,GA30309 

m.coM 
lvrrNzFRANK TIWE 
1776 PEKIEEE ,!?Tmm! 
2OOtmKm 
A!rLAmA,GA3-0309 

-.a 
2,1Oco3 
A!rm:FmNEc TIGBE 
1776 PFimDmE STREET 
2cobxxuH 
IxImANm, GA 30309 

RE;TINAT1ABs.m 
omSI~~~C~PAK, 
ATTN:Fl?ANK TIQIE 
1776 - it!TREU 
2OOrauH 
TsImvm,GA30309 

510(k) I0 Koo3036 
MmEL 101019,101020,101023,101025 
ATIRFRANK TIGHE PTXNE Im : 800-793-1473 
1776 PlZKWmE slcREE2 
2OOlwxE-I 
ATLmm, GA 30309 

510(k) 1uD: KM10705 
PKNENO: 724-733-5866 

510(k) 1uD: KM30994 
FlXNEIN.3: 724-733-5866 

510(k) I.0 KC02465 
PI-DEIW: 724-733-5866 

510(k) m KWO416 
PIXBlEm: 800-793-1473 

510(k) IWz KOO0418 
FKm Is3 : 8co-793-1473 

510(k) fx): KOOO420 

pi!%mE Ia .: -793-1473 

510(k) m: KoO-457 
l@zDEL12ooosERIEs 
F?xJNEI m : 8cG793-1473 

DEVICE:FtESPlRCNICSS~ N?SAL M&SK, IamS 1003224 AND 1003223 
SEDECISICNMDE: 08-SEE'-2ooO 
510(k) it%MARY AVAIMBLE F'RX FDA 

DEVICZ:BIPAPDUEFJ!LXBI-LEVEGSYSlmi 
SEDEXXSICN~E: 22-JUN-2ooO 
510(k) SUMGEZ AWZLABLE FRX EDA 

DEWICE:TFtANSPAK(~ 
SE DECISICN ME: 08-MAY-2000 

INRJsIcNPaK),mELs9OOm,9OOO1 

510(k) SUbMARY AVAILABU FRx ImA 

DEVICE:PIYJ?~,~80000 
SILXDECISIONMADE: 24-CXX!-2ooO 

510(k) SUMMY AWLIIABLF: m m]A 

DEVICE: SILIOONE OIL EXPRFSS (INFuSIcNPAK),m~1oooo,1m1,1ooo 

SE DECISION MADE: OS-MM-2000 

510(k) SDMAFtY AVAIIXXE FRX FDA 

SJZDECISICNNADE: 09-MAY-2030 

510(k) SLIMMtY AWQLABLE ImM FaA 

DEvIcx:!lmFua-~msI~cANNuLA 19 GFy;E,20 G.'GB,23 GAGE, 25 oxa, 

SE DECISICN FADE: 22-DE&2000 

510(k) ZWNRY Am FMM ZDA 



-mREssLIsTIIu=mmRH-~ (=I 510(K) i3UWNES CR 510(K) m 
FoRFINALDECtSI(TJsREPZDEREDDUFUI'G!UBPERICD01dAN-2OCO 

16-JAtG2ct.,, 
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ATIN:DAYID GARVIN. 
1~1BRIcKELtAWSUITE14EO 
ImiMI, FL 33131 

RlamarsMEDIcaLLm. 
ATm:- MYERS 
377 Kr. 17 s. 

ItHEALM-w, INC. 
ATIN:IcmmRo MANN 
258SE6THAvE.,Sumil2 
DELRAyEiElXH,F!G33483 

RHIGENE, INC 
ATIWDAVE IKlLEsm 
455 li?lmlE ST., 
t?uM!Ei104 
DEsF!r.wms,IL60068 

RHIa, INC! 
mxm DAVE I<c&EsAR 
455 tima!Ei ST., 
SUITE 104 
DEspI2aNEs,IL60068 

510(k) m: KOOlOl7 
PHCNEND: 305-371-8166 

510(k) N& KOO1025 
Pf33E Ml : 201-727-1703 

510(k) m IQ92286 
PHJNE 1u3 : 561-736-1880 

510(k) -0 I@94071 
piYKNEl ID : 847-375-9091 

510(k) NX KOCO336 
PHmEi ID : 847-375-9091 

RHIGmE, INC 
NTN:DAvE - 
455 SATE ST., 
SUITE104 
DEsPLAINEs,ILcao68 

ma, INC 
m:DAvE XOLESAR 
455 &!txw!E ST., 
$tmT!I 104 
DEiSPUiINFS,IL60068 

RHIGENE, IrK! 
ATm:DAvE IcomsAR 
455 tsm.r!3 ST., 
SUITE 104 
DEspwNEs,lL6CC68 

RHEENE, INC 
ATl.N:DAvE JccEEmR 
455 STATE ST., 
SUITE104 
DFSPIAINES,IL60068 

510(k) ND: KOW749 
HII;%uE m : 847-375-9091 

510(k) m: 1cOCQ750 
T?i-mE Im : 847-375-9091 

510(k) No: XC0751 
PMJNE No : 847-375-9091 

510(k) 1v3: KWO752 
l?fKxE 1x) : t347375-9091 

DE!VICZ:REXRAXREIWCmGNEEDLES!GtINX, SI!zE 3cc 
SE DECISIoNM?QE: 02dUN-20CQ 
510(k) SUMhRY Am FRX FDA 

DEVICX:LI!BUQDCFCXNPACTRECCRXR 
SE DECISICN MADE: 19-AE'R-2ooO 
510(k) SUMWFZ AVAIUBU ?iXM FD?i 

DEVICZ:B 
sEDECISIONM?iDE: 21d24V-2000 
510(k) iSmmm?f 

DEWIGit:FtHIGEW,ANAELISATESTSYSTEN 
sEDECIS1CNMt4DE:18-JAN-2000 

510(k) S!MBNEm 

DEXCCX:FMIGmEMESXUP2 TESl!-SSA 
SEDECLSIONMRDE: 09-MAY-2000 

510(k) SIRmmtc 

DEVICX:RHIGENEM.GAWP2 TEsT-SCL-70 
SEiDECtSICNMADE: 09-MAY-2000 

510(k) SIRImmm 

DEvIa: RHI(2ENFd ME&sxmQ TEST-SSB 
SFaDEXXSICNlGDE:O9-MAY-2ooO 

510(k) smmIEM' 

DEVICE:FU-ZIGENEiMENUJP2 TEST-RNP 
SEDEXXSICNMADE:O9-&!AY-2000 

510(k) slRFHEW 
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RHIGENE, IN2 
ATmDAvE IcIEE3R 
455 SATE ST., 
+SOrm104 
DESPLAINES,IL60068 

510(k) ND: -755 
E-T-mE ND : 847-375-9091 

mu A/s 
LE 
ATI!NzI-DGFDMm 
555 13!tH STREET N.W. 
B,Dc2ooo4-llo9 

510(k) I%% KOOO406 

PIENE I'D : 202-637-5600 

RI- ocwp. 
SDEVICZ 
KrJ!N: mm Icm-mms 
15499EhST59miRD. 
P.O. KR 879 
II\xHA,c%(74036 

510(k) m KOOO808 

FKm m : 918-543-2222 

FUcHARDVUCiFMFDICRL~ C510(k) m: K994223 
T;NEPSWXSaOPE,20DEGREE,STRAIGKl?VIEW;NEPHWXSODPE,20 
ATlmRzx?mTL~ pI-lmf3 ND : 847-913-1113 
353 - Ixax PKW. 
VER?XHII;Ls, IL60061 

RIC.X?U?DWJLFMFDICAL~ C510(k) m IQ94363 
ATIRIUXERTL~ PlmNE rm : 847-9X3-1113 
353 - Pxxms PKWY. 
VFPKNKlLTs, IL60061 

RICl-lARDWXFMEDICBL~ UlO(k) m KOOOO46 
mlxx!ERrLcAsARsA PfmE m : 847-913-1113 
353 m KCDS PKWY. 
VEEltKNHELS, IL60061 

FUcHARDhULpMEDICAL~ 
.231/.241 

C510(k) m KM)0673 

ATIN:rxx!EKrL~ PBaEi rm : 847-913-1113 
353 - wxns PKWY. 
VF3?XNHlIX,J.L60061 

FtIClfMDWXFMEDI~~ ffilO(k) NJ: KOOO905 
ATINzF?zBERTLcAsARsA FBmFl NO : 847-913-1113 
353 m illxDs PKWY. 
vERtmHILTs,IL60061 

DEVICE:FHIGEXQZt#UXUP2 TEZ-SM 
sEDErzIS1~~:09-MAy-2000 

510(k) STATBEm 

SE DECISICN MADE: 17-APR-2000 
510(k) SOMMY AVAXABLE ERX FIlA 

DEma?.rRIm~WINNERST4Mu~ -,-,ANDTEN 

SEDECISXJNXhDE: 25-AWZ-2000 

510(k) m 

DEVIG%NEHH1ow=DpE,l2DEXZEEiS;DIAEmXt4 VALVE; IEmIGATIav~ 

SE~DECISICNMDE:O~YJDN-~CQO 
510(k) SUMMY Am FIX&i FDA 

DEZICE:~ECRMINIMXUINVASIVESPINALSUEGERY(MISSJ 
SEiDExxSImlEzADE:~-2OOO 
510(k) SUMMARY AVAIUBLE IXM IBA 

DEVIC?Z:KNIGHI ENccsmPIcSPINE~(KEss) 
SEDEcIS1mMmEi:3O-M?n-2Oca 
510(k) tX&MFtY Am = FDA 

DEiVICZ:HYCZERXn%V t3HExm AND INSERT, mm 8988.031/.041/ 

SEDECIS1oN%!ADE:26-MAY-2000 
510(k) SOMARY AVAIUEXE m FDA 

DEVICE: Z 8667.XxX AND 8670.xXx 
SEDMXSIONMADE: X&-MAY-2000 
510(k) StIMMMV Am FFC&l FDA 
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RID MEDIcTlL SYm 
ATTN:DAN BALBIERZ 
967 m - BLVD. 
8qxmTm?m, CL494043 

Rlsmaaa-SDN. EEIO. 
-1 
ATIN:a3x?s CX-UMEZ 
Im! 21909, m.5, LLzxN.z HEUN 
HINoIK-BARuINDusT.EsT 
KEKN2BARU,KUAIALDMFfJR, 

ri!IN:m CROMEE 
me 21909, m.5, Lfmms HELAN 
HIINDIKI(EFoE3;BARu~.EsT 
KEEOGBUUJ,KOALALUMPUR, 

RJLm, LLC 
ATInkIu3mul LUICH 
86-3IinmNpclsTRD. 
m,crO6385 

RXZEDIXlQSTICSCK@. 
-msYm 
A!rm:LrANN cxxs 
9115 HPGUE RD. 
INOiYWWLIS,IN46250-0457 

RXHEiDIJGNXZICSOCWP. 
A!J.TNzPFtISClLlAAHAMlU 
9115 Fl?GuE RD. 
IND-S, IN46250-0457 

RoMEDlXXUXTI~coRp. 
zaTN:- TEuBmnT 
9115 I-FGUE RD. 
INDITGNOLIS, IN 46250-0457 

RXXEDIWWBWSCXRT?. 
ATm:- TRlBmmr 
9115 HprmE RD. 
INO-S, IN 46250-0457 

RX%BDlXXXlTC!SCOFtP. 
ArlTNz-TRIBBFlT 
9115 Flixm RD. 
INDIAFWCXJS, IN 46250-0457 

510(k) ND: It983214 
EKNENO: 650-390-8500 

510(k) NZx RX3232 

ET-KNE No : 603 636 8077 

510(k) No: 1003233 

PHNEi~:6036368077 

510(k) Wz KOOl&XI 
FFmEND:860-437-4609 

510(k) rx): K992851 

PIxrJEIW: 317-845-2000 

510(k) ND: K993706 
FFKNE Ml : 317-576-3723 

510(k) XW: K994017 
PIXUE ND : 317-576-3742 

510(k) m: K994020 
Fi33E ND : 317-576-3742 

510(k)'m K994030 
zl33NE ND : 317-576-3742 

DJZVIC.E:RM'ARFGEWEWCRAND~ l4zDFiL5oosEIuEs 
SEDECISICNMADE: 27-MAR-2000 
510(k) SOMBARY Am FXM FDA 

DEVIGQI1sNTRILmm t@rmALmmm,aFREE(me 

SEDFCISICNMADE: 26XCT-2000 

510(k) S'mmmVr 

SEDECSSIONMADE: 03+X-2000 

510(k) zzcmamc 

D~C.Z:XWWiPNEM:HFXCL?MP 
SEDECISICNMADE: 12-SEP-2000 
510(k) Cztxmmm 

SJZDECISICNI!ADE:14dAN-2000 
510(k) SUa?m A.. FFCM FDA 

DEVICE:ELECSYSSEBUM~/~~ 
sEDECISICNMADE:24-JUL-2000 
510(k) SUU%RY AVAILABX E'RX FDA 

DEiVICE:CXVIPAK~ 5MZ,cAT.lll8501 
SEDECISICNMADE:27-JAN-2000 
510(k) StJbMRY AVAIL?BU m FDA 

DEVIC%:CWI!EWTEsrsmK FCRFU?,CA!l!.O766542 
SEDECISIONMADE: 27-JA~-2ooO 
510(k) ,SLEWW Am FFCM FI;IA 

DEVICE:cNCFt?XTEsraTp 5,ml!.o764817 
SZDECISICNMRDE: 27-JAN-2000 
510(k) SUWARY AVAILAEU l%M mA 



IlDcHEDIZGKXZICsO=WP. 
m:- TIlmmnT 
9115 WGLJE RD. 
INDIANApT&Is,IN46250-0457 

RlxLlEDI2%tWZICScmP. 
ATlwJENtamR TEtmEmT 
9115 IsGuE F&m 
P.O. Kx 50457 
INDIAN?WUS,IN4625O-Q457 

~DIXNXTXCSCXXP. 
A!I'IWKAYALAE'S 
9115 HXXJE Iam 
P.O. Em 50457 
INDBWEULIS,IN46250-0457 

RXREDIKGFWMCSCCRP. 
m:- !cRImmr 
9115 I-FGUE PD. 
IND=,IN46250-0457 

WXHED~CSCURP. 
XlTIRIZAYA!CAYLCR 
9115 I-mxJEi RD. 
IND=,IN46250-0457 

9115 HzaJJ?l RD. 
?lND-S, IN46250457 

FCCREiDLUxXB?I~~ 
Al?IN:MME FLIS 
9115 HA(xTE RD. 
llND=S, IN 46250-0457 

FaXHEDIKNXTICSa%ze. 
zYIl!N:KrxE MS 
9115 HMJE RD. 
INDTATWOLIS, IN 46250-0457 

510(k) m K994164 
l33xFl Ia3 : 317-576-3742 

510(k) N)z K994165 
F'ENEi I93 : 317-576-3742 

510(k) m x994349 
PKNE No : 317-576-3742 

510(k) NJ: X000042 
F%-Em m : 317-576-3544 

510(k) ND: xDooo96 ' 
H-ENE IXI : 317-845-2ooO 

510(k) m: KOOOl55 
Fixm m : 317-576-3544 

510(k) E10: xooO270 
PXBIE 1u3 : 317-576-3723 

510(k) No: Kooo36-4 
FXNENZ:800-428-5074 

510(k) Ke RX0365 
PKNENo:8CO-428-5074 

DEVICE:CWIMK'IESEZX2~ 
SEDEXXSICNMADE:13-APFt-2000 

OZXNE/n-Ic, CaT. 1118579 

510(k) SUM!ARX A!JAITXU FRX mA 

DEVICX:cNCRAK w3m 
SE DECISXNMADE: 07-APR-2ooO 

~h-HINE/TB2,CX.r. 1118595 

510(k) ZXMRFU! AVAIIAEm EKM m)A 

DEvIa: -s SYSrEM,mEL2138280 
SEDEcIsIoN~:o6-SEP-2ooo 

510(k) ZXMmRY AVAZAEKE FRX FDA 

DEvIcE:I3czmYs-- 
SE DEICISION t@DE: 17-&!AR-2000 

510(k) SUtZaRY ALWIABIE FRX ?XJA 

DEVICE:CNIRAKC~ -, czr. 1986686 
sEDECISICNb?ADE: ~~-APR-2000 
510(k) t3CMARY AVAILAB& F'RX FI3A 

DEVICFI: EIAECSYS AmI--ID PlXKUWEm-YmSYm 
SE DEXXSICN MADE: 17-MY-2000 
510(k) SQ%ARi AD FRDM FDA 

DEvIc.?3: EIiEcsYs o3tTMsoL TEST SYm 
SE DFCISION MADE: 07-M&R-2C00 
510(k) SLMARYAWmFDA 

DEVKZkA(=(xT-cHEK~~ 
SE DECISION FADE: 23-~~B-2ooO 
510(k) SLRMiRY Am F'RX l?DA 

DEVICE:pIxxKHEK~~ 
SE DECISICN MADE: ~~-FEB-~COO 
510(k) SLRM?W AVAILAEW F'KM FDA 



5iJmmER F!imEssmmcDRHm~ (a) 510(K) 
RRJ?INALDECISICNSRBWXREDDURRGTHEPERI~O1-JAN-2ooO 

fXMWESOR510(K) m 
'IEKCGH 31-DEX!-200 

X-JAN-2a, 
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RXBEDlXtQ5TIC.So3Rp. 
ATIRKAYATRYUB 
9115 I-JXUE RD. 
INDINWOLIS, IN46250-0457 

wxHEDGGCWTICSoo%ip. 
A!lTNzKAYA'iTQICR 
9115 FQGUE RD. 
lxO~s,m46250-0457 

WXHEDIXNXTICSCWP. 
RM!NzKAYATWLC.R 
9115 NPCUE PD. 
IMWWWLIS, IN46250-0457 

FCCFlEiDvLc;NoGTIcsCQRP. 
A!lTN:SUSAND GoLDsrEm= 
55rcxutmNHLvD. 
SUMIE 410 
csm?i!r NECK, NY 11021 

RXFlEiDlBXXTI~CCRP. 
iWIRIQYATRUR 
9115 raxJE RD. 
lNDms,IN46250-0457 

I7ocHEDXAGWXTCS~ 
A!iXNzKAYATAYLfX 
9115 I-NUE PD. 
DID-S, IN46250-0457 

FUXiEiDI7XXXTICSClXP. 
A!rm:- !rEaEmT 
9115 HXUE FmD 
rnIAM1pQLIs‘ IN%250 

FXXlGZDlXXXTXSO=%iP. 
ztrr!a-m 
9115 HGUE RD. 
INDIAN?NUS,IN%250-0457 

FCXXEDIXNXXICSCCRP. 
ATIN:JE2am!R TRYEmIT 
9115 I-mm3 RD. 
IN-S, INJ250-0457 

510(k) m: KOOO534 
Fi-mFl m : 317-576-3544 

510(k) Ex3: IWO568 
I?HmE m : 317-576-3544 

510(k) NJ: -576 
HDNE IUD : 317-576-3544 

510(k) ND: -784 
FFKN!J m : 203-431-1511 

510(k) ND: KOOlOl4 
PHJNE m : 317-576-3544 

510(k) m KOOlOl5 
R-mE m : 317-576-3544 

510(k) Ex): KOOl.356 
PKN?, bn : 317-576-3742 

510(k) m: KOOl417 
PI-TrME NJ : 317-576-3742 

510(k) Ia: KOO1421 
pH3NE ND : 317-576-3742 

DEVICE:o3i3As~~ CWSETIEFCJRRHELGEWTDID~II 
SEDECISICNMADE: 05-APR-2000 
510(k) SW!ARY AVAIUBLE J?XM FDA 

DEiVICE:HDLBPLUS 
SEDECIS1ONMADE:O4=aX-2000 
510(k) SObMARY AVULABLE m FDA 

DEvxcE: EIESYS ozRTlxm cIzcmEm 
sEDEYZISICNb!ADEJ: 21-MAR-2COO 
510(k) SIBMARY AVAILAEU EFCM EDA 

DEYIrn: !Im c.%Fm?c xlEaDER SYm 
SEDECISICNM!DE:18+Xf-2000 

510(k) SW-MY AD F!RN ??!?A 

mcE: ELlasYs~-TK)cwHM;s( 
SFiDECISIcNMADE: Ol-JUX-2000 
510(k) SC&MARY AD FRX FDA 

DEvsm:Etecsys-~ 
SEDECISIONMADE: 27-APb2ooO 
510(k) fiXW!AW AVAIIAEU FFU4 FDA 

DEvI~:~TEsIaJP PF8.h5, l42DEL 1986678 
SEDECISIONMADE:1O-JUL-2000 
510(k) SUMMARY AVAIUWiE F'FXM m 

DEXICE:CNIFWCTEsTaTp 502, ZCDEL 3016641 
SEDECISICNMADE: 29-JUN-2000 
510(k) ST.WM?Y AMlIABLE ET&X FDA 

DEVIcE:OMtR&KTEsrcup 501, mm 3016633 
SFiDEXXSICNMADE:l2-J0&2000 
510(k) SUMARY AVAIIWSE J?HX FDA 



RX-ED-cs(IIRP. 
E‘fFzFA- 
INDIAMK&IS,'IN 46250-0457 

RXXEDPCNQZTI~~CXXP. 
mKAYm 
9115 x-mm RD. 
l-ND-S, IN46250-0457 

RUHEDINXXTI~ocwp, 
A!IFMKAYATAYLOR 
9115 HWUE RD. 
IND-S, IN46250-0457 

I)IxHEDIJXXXTIcS~ 
AT.lXIQ!fAT?WCR 
9115 HmuE FUL 
INDIANApc&Is,IN46250-0457 

RX.XDIX~B!PI~~CCIW. 
ATIN:IWA?!Mm 
9115 I-?xuE PD. 
INDIANAFawcS, IN46250-0457 

FxXHEiDI?CWXM~(XlWP. 
A!I'INtKAYATWLm 
9115 HmJE RD. 
INDlIZNKGE, IN46250-0457 

RXli!ZDIXWXSIC!SCCRP. 
ATTNzKAYATPJCUJR 
9115 Hwm RD. 
INDIAN?R&Is, IN46250-0457 

RXfEXDIRXXTICSocwe. 
A!J?IRI@YATMLR 
9115 H?Gm RD. 
INDIANAPDLIS, IN 46250-0457 

510(k) NX ml468 
PHXf3 Ex) : 317-576-3723 

510(k) m KW184.6 
lilxm NJ : 317-576-3544 

510(k) ND: KOO1906 
FTXNE Iv3 : 317-576-3544 

510(k) m: Koo1907 
ETXBJE N3 : 317-576-3830 

510(k) N: x002148 
HxrJE NJ : 317-576-3723 

510(k) Wz KC02353 
PI-Km m : 3175763544 

510(k) ND: KOO2609 
Is-mE rm : 317-576-3544 

510(k) tXX K(x)2760 
pH3NE No : 317-576-3544 

510(k) ND: KC03120 
F3-3mE No : 317-576-3544 

510(k) m: KOO3158 
Hx3NE Iv3 : 317-576-3544 

DEVIC5:ELECS!fSCA15-3!PESFSYSTFM 
sEDECISICNMRDE:23~-2ooO 
510(k) SWM?iRY AVAIL?BU F'ECM FDA 

DEVICa?,:ELECSYSIP?SULINcaLcHEcx 
SEDEXXSICNMADE:28-JUN-2000 
510(k) SUMmY Am Fm+f FDA 

DEVICE:ELECSYSIpJsuLIN~ 
SEDECISICNM?+DE:l3-JuG2ooo 
510(k) SLWARY Am l?RX m]A 

DEVICE:CM!TDIAFBIZS~~ 
SEDECISI~MADE: 05a2CQO 
510(k) SUWARY Am FRCM m 

DEVICX:ELELSYSHCGTEsTSYSTEN 
SEDlxxSI~~:22~2ooo 
510(k) StMBFtY AUUIABIE FRX Rn 

DEVICZ:ELEXSYSCX15-3cALcHMx 
SEDEiCISICNMADE:1O-AIXL2ooO 
510(k) SWMRY AVAZAE!U FRX mA 

DEVICE:TINRQuAN RHEUMXWIDFXCJSXSIITESPSY~ 
SEiDEXXSIoNMADE: 05--SEP-2000 
510(k) SCJMARY AVAILABLF, EFCM FDA 

DEVICE:ELECSYSDHEGSCXSEX 
SFiDEXXSICXi~E: 05-CCL-2COO 
510(k) SfBNARY AXULAEXE FfaoM FDA 

16-JAN-2a~ 
F'age 296 

DEWIC2QMXXFICXI'ICNTDINTlZRA~ 
SF,DFCISICNMADE: 18-DX!-2000 

-FoRmINAlc 

510(k) SUMMARY A'.XUXU FR.X m 

DEVICZ:ROCl#D lIl?mxmcs CK-MEi 
SEDECISICNMADE:B-DEC-2000 
510(k) SL@MRY AVAIUBKE F'Rx EDA 
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RCUBDIWNX!FIC'ScIc%Ip. 
AT'.UCIQUATAYLaR 
9115 HprmE RD. 
INDIBN7CQUS, IN%250-0457 

F?XHEDIlGUXITCSCCRP. 

z:&vA- 
INoIANApc&Is,'m 46250-0457 

FCCHEDBiXXTICSCXXU?. 
ATINKAYATP;YII%I 
9115 I-IPAJE PD. 
INDlUWC&IS,IN%250-0457 

FCCXETMEDICFiLPIC 
m:LEs !lmD 
TmE&wEm 
-, 

510(k) 1JD: Koo3178 
PIXNFim: 317-576-3544 

510(k) ND: KOO3261 
PIDNEm: 8cxs-428-5074 

510(k) tQ KC03772 
PEENE m : 317-5763544 

510(k) No: -723 

Ffsx~ 1x) : 507-533-9612 

510(k) m: NW143 

3BmE NO : 507-533-9612 

510(k) W: K994327 

DEVICRELErS!CSHCGANDEm.ATES'rS!mm 
SFiDECISICNMDE:14-DEC-2ooO 
510(k) SUMARY AVAILXXE FRX FDA 

DEVICZ:~PLUs 
SEDECISICNM?UE:lU?YV-2CXJO 
510(k) S AVAIUBU FRX FDA 

DEVIC'Z:ELEXSYSD~~ 
SEDJX!ISICNMADE:2O-DEC-2000 
510(k) SU5MARY AVAIUEU FFCM FDA 

sEDM;?SICNMADE:19-MW-2000 
510(k) SUMfARX AVAILABZ = FDA 

SEDEKZIONMhDE: 07-JUL-2ooO 
510(k) SUMARY AVAILAEm FRX ZDA 

E'IXNf3 PD : 011 ddl 914166776SE DEXXSICNMADE: 2S-FEE&.2000 
510(k) SQNARi AVAIIABLF: = EDA 

510(k) &m 3B94344 DEVICR~FtFcANNuLA 
FRMZ m : 011 441 914166776SE DECISICNWiDE: 21-&i?&2000 

510(k) SIRWiRY AVAILMLE ??RX m 

510(k) NZ): KOOO205 DEvIcE:lc!GmcNs~AND-~~ 
PfKNEi 1\x) : 011 441 914X677= DECISION MADE: 19-AE'R-2000 

510(k) SU-MhRY AT?AZAEm FRcMm 

510(k) Iu3: KOOO340 D?XVIC!E:H!fSlXG~~ 
PKAlE I?3 : 011 44 1914166776SZ DECISICN MADE: 19-APF&2ooO 

510(k) SCBMRY AVAZAELE FRM FDA 



-ADDREssLI~FoRm~~ 
FURFIN?iLDEcISICNS~ 

m (SE) 510(K) iWMW%FS Cw 510(K) m 
DuRlmmEPERImo1aAN-2000 l.HEWGH31=-D~2ooO 

l3zmYABm (Pm)LID. 
ATTWKEI!UrIFMYEURZH 
6162 w Dram 
RXNXZ,~24018 

FKxL-A8m (PT!qLTD. 
RITRVICXIRFMYBIIEIGH 
6162 B ClRIvE 
FxmaxE,vA24Ol8 

F?ZNVIGItWRMWB,LTD. 
mmmvN- 
GLvE3LEwJ 57-59 
DK-8721 IXWMRD, 

lxzsSmxm.Lm. 
4 
ATm:MIw YEN 
2F. I'D. 8, ALLEY 20 LANE 106 
S.FcTIm3,wmIMAD 
-, 

F3smAxINTL.Lrn. 

ATm:MIa-JAEL m-I 
2F. NO. 8, ALLEY 20 IANE 106 
SEcrIm3,NANwEMAD 
-1, 

lsxsmxrNT.L.Ll.D. 

A!rm:MIcHAEL YEH 
2F.m. 8,AU.Ex2O~Am106 
f+smI~3,NANKANclIMAD 
TAIPEI, 

510(k) N3: KC-XXX94 DEvIa:~wlD-vAcmmuNITmcliAFT~~~ 
F'I-ENE ND : 011 441 914166776SE DExXSIONM?tDE: 29-FE&2000 

510(k) i!XMJAW Am FRX FDA 

510(k) Iu3: XXX656 DEVICE:EMERfCNGIlTTRMsZ?iR~/~ 
HXNE Ml : 011 441 91416677653 DECISICNMADE: 09-M&2000 

510(k) SUWARY Am FRX FI3A 

510(k) m x001719 
Fi-?zmm:88634631999 

DEvICE:Q-LuxPmsmlOOLI~cuREuNIT 
SEDEXXSICNMADE:lOCCT-2000 
510(k) i?XAmmm 

510(k) m Kooh298 DEVIcIF,: JaA.G. IJGBmEiIm MNWAL MBfiumm 
PHNEim:540-776-0363 SEDEcIs1mMADJz:18-JuL-2o(x3 

510(k) iTz@mmn 

510(k) m: KOfXKM8 
H-mEm:540-776-0363 

DEVICE: ALL !LlxRmm m (A!tw) 
SEDEcIS1avMmE:15-Dm2000 
510(k) imsmm?r 

510(k) m: K.002168 
PxmE m : 45 75 8957l.l 

DEVICE2 ASP= tzzLF-ASP- DErfAL IcL%xEMm BtzmrmE 
SEDEZISIONMADE: l3-OCl'-2ooO 
510(k) S'IRmma 

X-JAN-2c 
Pags 298 

510(k) bn: K993426 DEvIc3z: Fcl!ssm AL?xm!ncwRIsIwiTMBux%)- PIX]NITCWmELz4 

PHXEN3:Oll88627835584SEDECISICNMADE: 07-JAN-2ooO 

510(k) STAmmNr 

510(k) m: K993429 DEVICE: IuIssmx AL?RXWICWRI~~pREssuRE -,mELz40 

PI-KNENO: 011886278355J34SEDEcISICNMADE: 07-JAN-2OfX 

510(k) i!mmmW 

510(k) IQ K993460 DEVIC%I7(xssMAxAulmATICwRI~~ pREssmE -, l.%mEL 243 

Pf-DNFi ND : 011 886 2783 SE DECISION M&DE: ll-JAN-2000 

510(k) STWENEW 



-ADDBEssLIsTINc:mcDRH~ 
E'CRFINALDECtSIC%SRZQXZED 

m (SE) 510(K) SuEiplARIEs OR 510(K) - 
DuRI.ra?HE~m01-JAN-2000 - 31-DEG2ooO 

RXEEtS MEDICXG DEYICZS B.V. 
A!LlmmM~ 
96oa-JAPEAFcm 
pAfinD=, CA 91107 

IXXEFtS MEDIC& DEVICES B.V. 
ATI.N:mM~ 
960-m 
Et?AsADm, CA 91107 

FsMEDIaxl 
A!rm:k3a3Ls~ 
14401 S.E. FIfWf ST. 
IcJwamm, WA98684 

16 'lOBEY -cjFFIcEPARK 
Pl?lTscm, NY 14534 

510(k) N3: KOOl641 
FfENE fx, : 201-327-0035 

510(k) 1u3: K992359 
FfKWE ND : 499 135 3215 

510(k) m K992403 
PEN3 p33 : 499 I.35 3215 

510(k) m KOOll19 
E'KSE No : 626-744-9171 

510(k) W: IW2520 
P I'83 : 626-744-9171 

510(k) Mx KOOO114 
Pim?Em:301-881-9139 

510(k) m: Kool295 
!?I3mE I-33 : 7162494984 

DJZVICZ:TWFCNS 
SEiDEXXS1CNMAW:03-ACG-2000 
510(k) SUMWXY A- FKMFDA 

DEVICZ:MR%WI!AN 
SBDECISICNMADE:18-F!EB-2OCXl 
510(k) SUbWRY AVAIIXX8 FXM FIlA 

DEVICZ: m-m 
IE;EDECISICNMADE: 21-JAN-2000 
510(k) SLM?W Am FRX FDA 

DE%IC.Z:FCWEX?S EblOOBWm-BBUSH 
SE DECISICN MADE: 19-MW-2000 
510(k) SOWARY AD ERX EDA 

DEVIa:-- 
sEDEZISICNMADE:13-WV-2000 
510(k) StRMM?Y A- mC.M EDA 

D)XWE:sm 
SEDEcISIONMhDE:1O-AW-2000 
510(k) SL@MAW AVAIIABU FXM FDA 

DEvIczePIFm 
SBDECtSICNMADE:25XC!l?-2ooO 
510(k) SUMWC AVAIUBLE FRX FDA 

Ftuixm?RIEsTERGtjIBH&m.Io3 510(k) ND: x002954 
ATmtPAmIcIA R NO : 0It.l 49 747792700 SE DEZISICN MADE: 21-DEG2wu 
- 31 
P-0. Ew 35 
mm, 

510(k) StJMARY AVAILA%E F&X FDA 

FtumLF-(zIIEM&m.KG 510(k) m: RX2955 DEVICE:EM?lBENBUXDPRESSWE~ 
AtIlxPATRIcIA R I+3 : 011 49 747792700 SE DECCSICNMADE: 21-DEx%2000 
- 31 
P.O. Em 35 
*=t 

510(k) SUbMARY AUULXKE FIUXFDA 



%
 

. 



mADDmLImmam-- Fw 510(K) i3BNWES CR 510(K) m 
l%XFIN%DECISIcRTsRENDEREDDURINZTRFiPERICD01-JAN-2OOO !lImaxB31-D~2ooo 

SAFETY MEDIcaT, SUPPLY Im,. INC. 510(k) Iso: K993l.25 . , 
f&N :YtYEZTEMuMFclRD PiDJEN3: 781-642-7171 
135BEwERSTREET4!rH~ 
wl4LXmM, Hi 02452-8424 

SGE BIOPBAFXh 510(k) NX K99l390 
F'REEZINZMEDIUM.9%GLYC3ZCX.,.0.2M~ lmEFlzING MFDI 

A!rlN:GREz IY.Imim 
3722 AVE. SWSNJZ) 
IRVINE, CA 92606 

SXE BIOPHWMA 
A!im:GFaG - 
3722 AVE. m 
IRvINFi, CA 92606 

SSE BIOFHAWA 
ATIlN:eFm2 !7zlsmm 
3722 AVE. m 
IRVINE, CA 92606 

SXE BIOFHARMh 
ATrN:(=REx= I-BxxmD 
3722 AVE. SluTsAtIlD 
IRVINE, CA 92606 

SAGE BI- 
iYrIN:QiAcEm. 
3722 AVE. m 
IRVINE, CA 92606 

SATxEEtIABs 
mDuANEKAzAT,I 
loo w. SY- FXXD 
ARVIN, Q) 93203 

i?xuMEDIrn, L.L.C. 
AI'iN:DAVIDNKJJ 
112 KEKG l!3mEEx 
@tnIT!E4 
-, GA30307 

ss&esUmsDso3.,Lm 
A!!xmcmLAriLmm 
2OOlEAsTcXmTXESDRIVE 
m, 'IX 76227 

FKNENO: 949-262-0411 

510(k) fJ3: I(991393 
MXXE ITI : 949-2624411 

510(k) No: K991396 
' Ff-Emm: 949-262-0411 

510(k) m KW2836 
F'fJXJE NO : 949-262-0411 

510(k) m KOO3734 
pH=NE m : 949-262-0411 

510(k) NX K992285 
Fi-mFlpx3:805-854-3166 

510(k) N& x002098 DEiVICX:SATdMEDICANEXWCYJFF 
PI-EN3 B3 : 404-589-1727 SEDECISICNMADE: 24-NW-2000 

510(k) SNGRY AWGIABLE J?RX FDA 

510(k) Wz KOO2062 
ETxmE ND : 940-440-9530 

DEVICE: SANSUN+lODRT.tQIAWSY~ 
SEDEXXSICNMADE: 09-NYV-2000 
510(k) ,%WiRY AWILABTZ FXM FDA 

SEDECCSION&!ADE: 2OJUN-2000 
510(k) SmHARY AVAIXGLE F'RX FDA 

DEVICE:~,8OU/ML 
SF,DEXXSICNMADE: 02-FE%2ooO 
510(k) fxWm!WT 

DEVICE:~XJRTISSUEiUJLTURE,M%3EIs5COL&l.5L 
sEDEcISIoNMADE:l5-Fl?B-2OOO 
510(k) srusmmW 

DEXfCE:MJiDIAFcwGAWCIERREi.P~CNAND~O~~ 
SEiDEXZtSICNM?+DEi:O3-CCC-2CCIO 
510(k) S'mmmfr 

DEVICX:SERUMPROIEIN- 
SEDmISIoNMADE: 21-DEs2000 
510(k) sm!mmtc 

DEVICE:SATTERAIREt~ 
S!ZDEXXSIONMADE: 07-J-i%+2000 
510(k) SUWARY AVAIhBiX FHX FDA 



-aLI-maRH-m (=4 510(K) EXBNRES Ow 510(K) m &JAN-2a, 
Fcwl?INATiDMxsI~~ DuRlxT.HEiFmu~01-JAN-2000 !LlimXM 31-DFG-2000 F'age 302 

SAtGUIBICYEXH,INC. 510(k) ND: K992799 
ATIN:JCHNJKIAW ETXNEND: 714-429-7807 
1508 BFcawnm DR., #354 
SANTA ANA, CA 92705 

SAtGUIBIUJ!ECH,INC. 510(k) m KOO1943 
A!lTWJCHNJKIAtG H-KNE Iv3 : 714-429-7807 
1508 - DR., #354 
8YsmIn ANA, CA 92705 

iiGE?imEMRSSE 
7oFmlNLrrsr. 
wETrnsm,MAo2481 

510(k) No: KOOO049 
PKNE ID : 781-239-8108 

i%xaNDmMED1aAB 
A!rcN:EvA I?iRsEN 
- 14 
UPPSALAS-754 50, 

510(k) m KW2051 
PiXNEm: 461 818 0700 

b5icRNDmm hx%mrzwmI5lO(k) m KOOO209 
A!rmta-HJcK IvINDux PHWE NO : 901-386-2242 
3111 slTa?a PasT DR., sxJI!m 105 
E!AKmmT,m38133 

mIEs -, INC. 510(k) No: KOO1411 
SAYKIT,MZDEL3XO56 
A!!l!cN:RI- LENAKr PHIBEND: 619-258-9300 
9336 AEW3AM WAY 
SANrEE, a 92071 

-mw 510(k) m: KC%0249 
l-EmL BWPS-loo 
A!L'INzMICHAELJXHZFER Fl-mE ND : 314-931-2268 
HI- 61-67 
1555 - BmD 
-,m63048 

SCHICK-IES, INC. 
ATrN:DANIEL MI- 
31-00 47!LFIAVE. 
m ISIAND, NY 11101 

510(k) m ml429 
EFmEi No : 718-482-2159 

-pG 
ATm:MmKLJs ERETCER 
AL-68 
CFI-6340 E?AAR, 

510(k) l'F& K992823 
PI3XE 1x) : 414 176 64252 

DEVICE:sANGuIBIUIECX,IXiC.Epo( EIa!ummrn) ELISA KIT 
SEDEZKSIONMADE: 07QJUl'?-2000 
510(k) iX@NARY AUAILABW FHM FDA 

DEVICE: CHRCNUD I.D.CDT ( aARKx%DmDEFIm B)AssAY s 
SEDEcISICNM?iDE:23-AUG-2CXN 
510(k) SUbWiRY Am lXM ZEA 

DEVICZ%SUNIM?iX 
SEiDECISICX'JMADE:O4-AFT&2OOO 
510(k) SUMMARY AVAIMBLE m FDA 

DEVICX:IMmxxj 
sEDM=ISIoNMADE:05-SJP=-2OOO 
510(k) SUbMARY AVAIIABLF, FlXM EDA 

DEVICZ:LXXZl 
SEiDEXXSIcNM&DE:18-ALG-2ooO 
510(k) SUMARY AVAILAXE m EDA 

DEVICE:WXEp?H(1-84) SFWIF'ICIMMWXADICME!TRIClPMADIXNXTICAS 

SFiDFXXSICNMDE: 21-A?X-2CCO 
510(k) tsmmmfc 

DEvIa3: S- - I?lExDmsIs wxE!R lxJRIETmm SYa, 

S!ZiDE%XSIca\lMADE: ll-DEXZ-2000 

510(k) SUMQUZ AVAIMBLE ?iWM FDA 

DEvIa3: mIFl-mcN To AccuDExA Km DENS- 
SBDEXXSICNMADE: 26-MAY-2000 
510(k) StJHARY AVAILABLE FlXN ImA 

DEVICE:SPIFWFTsp-2,WII 
SEDEmSIcNMADE: l2-&lAY-2000 
510(k) SUMWRY AVAILABU IX&f FDA 



lstmcmmADDREssLI~FcwcDRH~~ (=) 510(K) - CX3 510(K) - 
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scIEsTI?FI% E%dmmmmw, INC. 510(k) IQ: KOO1446 
RI'IWJANACWLI3WSKI PKm ET.3 : 909-595-9922 
3221 - mY 
Fc&mA, CA 91768 

ScIMEDxm. 
A!rl!NzGmYIIEmus 
400 FORD RD. 
DENvmE,mo7834 

510(k) W K994379 
pJimEl m : 973-625-8822 

SCIMEDX axP. 510(k) ND: Koo2107 
lcM?sLE l34BmcAT.l CORD mJcbEMA/~ IGA. 
ATIWGARY LE!HNUS,FH:D ' 
4oo?mRDRD. 
DErmLLE,NJo7834 

scIMEoxooRp. 
RI!cN:GARY LErmus 
400 FmD RI. 
DW, NJ 07834 

s(2rMEmoowp. 
ATlmGARYLEnNuS 
400 l?ml RD. 
DW,IUJ07834 

ScIm CmIo -, INC. 
AIlNzDAVIDBJCNFS 
14256 SW 119 A= 
MIMI, FL 33186 

-, INC. 
zYITN:pE?IER ALLEN 
845aMGXIALAVE. 
PAmAT-m, a94303 

i!xzrlm, INC. 
ATIN:FErER AILEN 
845mAW. 
Fm.0 ALm, ca 94303 

SDIDI?!fXXMCS, INC. 
RI'INsMICHNLJKXIE 
1oHAMpDENDR. 
lB+TKXV, MA 02375 

FFKBEXKI: 97342543822 

510(k) No: x002169 DEVIUZ:GLIADINIGA ANITIXDYEIAD~CNSYSTEM 
PIrKNE Im : 973-625-8822 SEDECISIONMDE:19XCl'-2COO 

510(k) sm!mmfc 

510(k) rx): KOO2189 
FKNEm: 973-625-8822 

510(k) m: KOO1563 
-NO: 915-845-5600 

510(k) No: x002853 
FHNEIW: 650-493-9155 

510(k) ND: Koo3oQ6 
l?K?NEm: 650-493-9155 

510(k) m: K990962 
Fi-KEE ES3 : 508-238-7033 

DEVICE:LIGHT-UJRED -cBAND- 
SEDExxs1mMADE: 2lduL-2000 
510(k) Sm'mmm 

D~CE:EU-TXGIGAELISA 
SEDEYZISICNMADE: l8=-FEE-2000 
510(k) s121TEMENT 

SEDECISICNMADE: 04-AfG-2000 
510(k) ixmm@XC 

DEVICE:GTJADINIGG ANlTEXXYEIAD~mSY~ 
SEDECISICNblADE:19XXT-2OCO 
5lO(k) smnmf?r 

DEVICE: SCIQN (.Llsix- ?WZfm 
SE DECISICN MADE: 22-NW-2ooO 
510(k) SupiplRRy Am FFCM FDA 

DEVICE:fiXTIW~HAIR~LsssER 
SFaDECISIONMGDE:O4-DEC-2000 
510(k) StRMCtY AVAILXKE FXM FDA 

DEVICE:IMGEVIGUJLW~ 
SEDECISIONM?iDE: 2&W+2000 
510(k) SUMbNtY AWILABXE FHX FDA 

DEVICZ:FlXSEWE,MXEL29-8010 
SEDECISICNMADE: 07-J7iN-2000 
510(k) i?ZWmEm 



-ADDRESS IJzrsmmFoRmm m (SE) 510(K) ,tmwMES CR 510(K) SlXB@NS 
lXRF'INALDE%XS1C.NSRENDFREDDURlIGWEPERICD01-JAN-2000 !WUUGH31~EC-2ooO 

16-m?-2i.‘ 
P-304 

EGEKZRAAB 
A!JTm:I3ERMAN~JK 
2001laST~~ 
B, TX 76227 

zzKmA-mAB 
ATIN:I-lEmm B 
2OOlEnsr CWCXRFSDRIVE 
-, TX 76227 

c,3zmrm-.Lu: 
ATINzPAmLA FWINEAU 
5hXlXUMBAvE. 
IUER, MA 01432 

5zEEmIE-SES. LTE 
A!rImPAMfzLAPAP~ 
5WHlXXXBAvE. 
p;yER, MA 01432 

SEIN-csm., LID. 
IYrlR 
154OEzalxmYRLm. 
BUFFALO-, IL60089 

SEIN-am., LTD. 
m:woNKY IaM 
196-7m,MFiNm-KU 
Y(IxnlEm FiKmPIA FM. #506 
-, m-D& 

sEINELExmaIcsco., LTD. 
A!rm:wx-KY KIM 

mm-,m. 
ATIN:RIcx FlcsHER 
6S.MECHWICST. 
Ml.mT VERNON, ai 43050 

-, INC. 
A!TlNzCNXEAADILETlQ 
2ooPiasPEmsr. 
WAL!IH74i, MA 02154-3457 

510(k) m: KCM1140 
Pf-KNE ND : 940-440-9530 

510(k) m KO02936 
FKNE m : 940-440-9530 

510(k) ND: KC01723 
pI3xE m : 978-772-3552 

510(k) m KOO2841 
PI-ml3 IKJ : 978-772-3552 

510(k) IQ K99l397 
pI-Kmm: 

510(k) Wz KO03282 
Pi-Km ND : 82 31 421 0389 

510(k) N3: KC03711 
PIJrJE ND : 823 142 10389 

510(k) ND: K993081 
FENE m : 740-397-7838 

510(k) No: KOCO583 
Pf-KNEIW: 781-647-3900 

DENICE:IDS5IMXEDISPIXSYS!TEM 
SE DECISION MADE: 03-&W-2000 
510(k) SWdARY AVAILAEU FlXM FDA 

DEVICE:MXXF'IC7XrICNlTJIDS5PMPI=EDISPIAYSY~ 
SEDECISICNM?iDE:17XIClY-2000 
510(k) SWdARY Am FXN FDA 

DEVICE:CtXXrTECEXEXXFWES 
SEDECISICNMADE: 19dUL-2OCXl 
510(k) SUbWRY Am FRX4 EDA 

DEvIa: cccEm ELEKTKDES 
SEDECIS1CNMADE:08-DEC-2000 
510(k) s.wmtY AvAnmm m FDA 

DEVICE:BS ELCETRI~~~SE-3O~S 
SEDExxSIcNMADE: 11-FEZ-2000 
510(k) fX&MARY AVAIL?CU FRX mA 

DEVICE:FULLAUTOBTLXD-~, mELSJs77OOH 
~DECISICNFADE: 01-N&2000 

510(k) C?IMmEm 

DEVICR~EUXDPFGSSUm~ SYS'l&~!ZL525M/25P 
SEDECISIoNMADE:15-DFX!-2000 
510(k) SU@ARY AVMLAEiW m FDA 

DlWIC?QIO-DRIW 
SEDECISICNMADE: 03-M%+2000 
510(k) SDMAEU AVAILABU F'Xt-l BDA 

DEVICFzFasmaKEcXMEBZC~ GLuoxEwsYm 
SE DEXXSICN MADE: 17-MAR-2000 
510(k) SWGRY AVAIUBLZ FRN FDA 



i5uEmmm-LIsTINGFoRmmm~ (=I 510(K) - Cw 510(K) - 
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s.ELFmm, INC. 
EM - 
ATlNtCXE0LAAD~ 
2coF%xxPEasr. 
WAL-, MA 02154-3457 

-, m. 
ATINz~AADJLEXT0 
2OOFFmPEccST. 
-, MA 02154-3457 

-, IN!. 
ATIN: cAw% A ADILETIQ M.S. 
2OOPIxximmsr. 
w!KXmM, MA 02154-3457 

EiELmmE, INC. 
X'INzC%FC%AADIIEIl'0 
2OoPFcsPEmsr. 
wiXCBAM, MA 02154-3457 

SEMLW-IES, INC. 
ATIN:BERBERTJSRdLER 
501 S.E. CIXUMBIA SHJRES BLVD. 
suI!rE loo 
i?Ammmm,m98661-8064 

SmDxMEmcAL,INc. 
ATIN:- E?Jinms 
1945 PALmaR CXWS WYi 
-, CA 92009 

sEsx%u(INc. 
A!rIN:AMY BUELY 
mx&AL~g~., f+xJrE 144 

I 

f3JmsIDYNE, INC. 
m:- MILLS 
16333BAYvISTADFmE 
-, FL 33760 

SEEUM-a%ip. 
ATIWFCBERTJCFR?I~ 
23565 REEDY DR. 
liUHART, IN 46514 

510(k) t0 KOO1427 D?ZVICE:MXXFWXM~~~ c-lI.mAcrm~-sY~ 

lJl33E IQ3 : 781-647-3900 SE DECISICN MADE: 02-JUN-2COO 
510(k) SUMWRY Am FRX FDA 

510(k) mz X)02049 DEvIcE:INvEmms~Im~~~ 
PEKNE ND : 781-647-3900 SEDECISICNMADE: 27-JUL-2W0 

510(k) SUbNARY AVAIUBLE FRX l!DA ,. 

510(k) m: x002134 DEvIcmmETaJcxuLm~~~sYsTEM 
PEEX'E 1\10 : 781-647-3900 SE DEZISICN WE: 07-ATXh2OGO 

510(k) SUN+RY AvAIlcABLe FRX FDA 

510(k) m: KOO2867 DEVICX:INWRWSMEDIC% cMIcATImm1mTEST 
PlclNE ND : 781-647-3900 SEDECISICNMNX:l2-OCl!-2000 

510(k) S AVADXXE F'RX FDA 

510(k) Nz KO02767 DEvIcE:-~~ CXXWSSICNDEVICE 
H-KNFlm:360-699-3000 SEDECISICNMRDE: 27-SEP-2000 

510(k) SWMMARY AVAILAEW m FDA 

510(k) ND: IQ94346 DEVICZABL77 pH,Bu3oDGASAND - ANALYSIS SYm 
Esmxm:760-603-3407 S!ZDECISICNMCDE: Ol-FEB-2ooO 

510(k) W 

510(k) m: KOtXX60 DEVICX:GELM?@KBIWSYSITEMTWER,NX)ELSMKaxll,MKOOO4,MKDOO7 
?GfnlE No : 949-454-1300 sEDF.cIS1CNMADE:27d?iR-2000 

510(k) StJWARY AWiILABU ERX FDA 

510(k) ND: KWO700 DEVICRSENSlDyNEOXYGENANALYZER&SENSIDyNEQXYGENb%mX0R 
PJXNE M3 : 727-530-3602 SEDECISICNMATX: 31--2C00 

510(k) StRWW AWILABW m ZDA 

510(k) ND: KCCO578 DEVICa%SERIMLEURXXE -TEsTm 
F%-KNEm:219-264-3440 SEiDEC!ISI(;wMADE: 05-M&Y-2OCO 

510(k) SDMMAFT AVAIUBLE FlXM FDA 
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SZRV-A-PORE OCMPANY 
ATnJ:RI~C~ 
1101 - AVE 
EmcITY,MI 48708 

510(k) m: K-993520 
FTXNEI hlD : 517-892-7745 

DEvIcaz: H2oNLY oaPLEm2 wATERstRIFI~oNSYsTEM~~~sIs 
SEDECISICN~: 03-&W-2ooO 
510(k) StMdARY AVGLMU J?RX FDA 

SGMP (SD., LTD. 510(k) Xx KM30390 
INozlvlEm- cmIM(2ccJMI~cwLEss) 
ATmcJANN7iPTuxm Pf3ZNEN3: 775-342-2612 
198 AVENUE DE LAD'FNERAW 
SPARKS, NV 89434 

SFlDmIs1oN&?ADE: l2-AER-2000 
510(k) zXMAF?Y AVAILPIHLE: FRX FDA 

Scwoo.,LTD. 510(k) ND: xooO391 
OrEIN-m cLAIM(5oMI~oRLEss) 
mJANNAPTnxER HI3NE ND : 775-342-2612 
198 AUENE DE IA D'ENEVATD 
SI?~,W89434 

SJxDFxxSIcN&mx: l2-m-2000 
510(k) SLplMARy AVAIUBU EFCM ?!DA 

s3lP al, LTD. 
wMFIAm/cRwImm~ 

510(k) m: KWO488 
m,ANDwlTM-IAB 

A!rmJANNAP!cucxm Fi-KNEIW: 775-342-2612 
198 AVJNIE DE IAD'ENERAID 
SPARKS,Nv89434 

DEVICE:VITALSHIELDGCiLD~ lixmmm~ExAM-BLuE, 

tXDECISICNM?iDE: 2O-MATG2000 
510(k) SQWiRY AVAII&XE FICM FDA 

Su@oD.,LID. 510(k) m KM0671 
T,PlXJTEINm 
ATmzJANNriPmKxER PI-KNE I'D : 775-342-2612 
198 AVENUE DE IA D'EMERAU) 
SPARK&NV89434 

~DECISICNMADE: 29-MAFt-2000 
510(k) SLFMFIARll AVAIIMLE = FDA 

EmPaL, LTD. 510(k) m: KOOO867 
AINs5om24mLEssoF!lm7&~-~INGR 
m:cHEAH CHHiBEE Pf-KfE ND : 660 742 35200 
181M30 6, '-JNWL 
KAMPm, R?aTwmM 
-, 

DEvIcT3:KmEEtFmElID?xmx Ex?!mwM~~,~~(ocwI 

SEiDECISICNMiiDE: 21-AE'&2000 

510(k) SDMAEtY AVAIL?mE FRX FDA 

sxPoo.,Ll.D. 
Alm:a-nmi U-mBEE 
181m 6, -Iz+MK& 
IaMe-,- 
-, 

510(k) m: KOCQ868 
PKNENO: 660 742 35200 

DEVX!E:~FWhDER-Fl?EE,HLxlE NITRILE~m- 
SEDECISICNM?iDE: 20-APFb2ooO 

510(k) SUBWARY AVAILXCE FFXM FIlA 

s3P ol, m. 510(k) IW: KOO2175 
ImEwlclx~IN~- CLAIM (5OMxizammaR 
ATINzJANNAPnmER Ff33E NO : 775-342-2612 
198 Am DE LAD'ENEPXD 
SPAFNS, NV 89434 

DEVICE:NWSTEXW mEl%FREEm -LATMEQMDWCICBJG 

SEDEZISICNMADE: 31-JUL-2000 
510(k) SUM?QX AVAILABW F!FXBf S?DA 
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saPo3., LTD. 510(k) N3: XXI2176 DEVICZ:B~~P~ -LATEX -oNa 
cNEswIfM~IN-- UAIM 150 MI- IE 
ATIwJANNAPlmxEF! PH3E ti : 775-342-2612 SEDECISIONMADE: 31a2COO 
198 AVENJJZ DE IA D'EHERXD 510(k) SUGARY AVAIL?UX FRX FDA 
SPARKS, NV89434 

t+iHAmmaIN[xIsTRIEs, IX. 510(k) Nh KWO872 DEVICZ:DISFWZBLE EcxmERFREEvINYL syNIHETICEXAM-,WHITE~ 

ifitm:- w H3oNE No : 011 862 1578142l3SE DECISICN ME: 05-AR-2000 
259 YUSBU RD., 
awm=- 510(k) SiXmmm 
--, 

sHApx;HAI--, I.E. 510(k) IW: I0000953 DEVJiCF,:DISKXWXE FcImxmmvINYL -CEXAM-,mW 
m:- lx Ff-ENE IV3 : 011 862 157814213SEi DEXXSICN MADE: 2CMPR-2000 
259 YUSBU RD., 

510(k) smTR@XC 

-mIf;BxTsIIRIEs, INC. 510(k) ND: x003321 DEVICEi:DISKX?BLZ l33m3RFREEvINYLsyNlMETIc Ex?NmmIm-WrIB 
AIoEvERA,GREENocBI;%I 

lEIN:m rAI F%xm ND : 011 862 157814213sE DECISION MADE: 22--NYJ-2003 
259 YUSHU RD., 

SHmaAIcHAMpIoN~C FRXmIZ5lO(k) W: x994136 
ATIN:JANNAPnKxER PKNE f33 : 775-342-2612 
198 AVE. DE LAD' F&W&IX 
SPARKS, NV 89434-9550 

sHAIxapu:~I~~C FRXXKTS5lO(k) m: IUXJ2216 
RITNzJANNATTUCXEiR PK.NE FKI : 775-342-2612 
198 AVE. DE LAD' EHEZWD 
SPARKS, NV 89434-9550 

~~I~~c! PIVXNCB5lO(k) ND: KOO2217 
A!rImJANNAPTmxER FFKNFa Ml : 775-342-2612 
198 AVE. DE LAD' ENEWGD 
SPARKS, NV 89434-9550 

SJBmHAIcHAMeIcNpLRsTIc PRmUZS5lO(k) m IX02218 
ATIwJ7NNAPTwxER F¶DlE ND : 775-342-2612 
198 AVE. DE LAD' EBERALD 
SF'-, NV 89434-9550 

510(k) smmmm 

DEVIClQFWDER-m-VINYL ErxAwmmm- 
SEiDECISICNMADE:O3-FEB2OOO 
510(k) fimmMM! 

DEVICZNITRILE -cNGmv&PRE--,-WHITE 
SEDECfSI~MADE:Ll-AUZ-2ooO 
510(k) .WWMEWT 

DEVICE:NITHLEEXAMGUYVE,KXDER-FREE,CXXGRwHITE 
sEDECISIclNMBDE:ll-AL?&2ooO 
510(k) f!mmmxC 

DEVICE:IWIlULEEXAMGLUVE,FWDER-FREE,o3LoRE&DE 
SF,DECISICNMhDE:15-AW-2000 
510(k) ,!mmMBT 



SHAmnIcHAMpIcN~c 
A!rmJANN?iP!mxER 

-510(k) mz IUN2220 
FIDE?, PT.3 : 775-342-2612 

198 AVE. DE IA D' EMRAm 
SPARKS, NV 89434-9550 

f=rmBArm- 
NTEJGQammcN~ 

CIX,LTSlO(k) N)z K993859 

AT?N:- LEE FFJLXE No : 886 225 462479 
NMimGE. RD., sM33 
-1, 

DEVIa: PJITRDZmW, Em--m, ~XLRBLUE 
SEDEZISICN&!ADE:15-AUG-2000 
510(k) sm!mma' 

DEXICX:SHANGBI GLmMAx~SEm.,Lm.pReFawDERED~PATIE 

SEDExxs1cNM?xm%2-JAN-2ooo 
510(k) SUM?W AVULAEXE FXM lXa 

t5z-mammm Co.,LTSlO(k) mz K993880 
TEXWNATICNM 
ATIN:- LEE 
NANKIGE. RD., sM:3 
TMPE& 

PEKNEbD: 886227136677~r2S~iD~~ISI~~~aD~: l2JAN-2000 
510(k) SUM&RY AVAILAEU FFXM IiDA 

- FM F'IXTKS ENC. 03., L!lD510(k) 1x): KM1432 DEVICEi:DIspasABLePVc! 
XFTN:CHANGTSUN 

syNMETICMAM~,pcwDERFREE 
Pf-lXE ND : 011 862 157814212SE DECISION MADE: 05dDL-2000 

510(k) Smm!EXm 

-PMPIAsTIa- Cn,510(k) mz KOOl601 DEVICF,:DISWGABLE PvclxLmxmD -c!m- 
A!lm:pErlER wIl\x= H3cNE m : 011 862 15781852lSE DECISION MADE: 23-~u&2000 
268YuSmRD.,wm 
rtrwtwm,mm 
-, 

510(k) imu'mmr 

-mPIAsTIcs- cx>.,510(k) ND: KOOl6ll D?WICE:DISXSAFUtPVC:SYNEBTIC! 
A!rm:PEIER WAWG ETXm NI) : 011 862 15781852lSE DECISICN MADE: ~O-JUN-2000 

ElcAmwmmGLcNEs,mERFREE 

268YuSmFa,cxcfpo 
!llcmsm,~orulvTy 510(k) S!tWmEm 
-I 
Smtmxt EM F'LASMCS EPTCEUSE CIB.,510(k) 1u3: KOO2814 DJWICE:DISFWEN&EFWDEEGDVINYL 
ATlWCZPiWTSUN HIXUE NO : 862 157 814212 

SYKU-EMCEI[AMGLfxrrEs,~~ 
SEiDEX!ISIoNMAlX:2O-tX!I'-2OOO 

258YuSHuRD. 
cANGQIpI;)TIxJNswp 
-=oxIIvTy,-, 

510(k) fXM@MNT 

t3wmm.I PM PLAsTIcs EXtCERISE 0.,510(k) NX Koo2870 DEVICE:DISKWiBLE Fc-xmERFREEvINYL 
R 

-CEXAM-,WBITE~ 

A!rm:PEIER WAE FKNE 1uD : 011 862 15781852lSE DECISION Mm% 
ND. 258,YuSHrJEMAD 
cJ=w=- 
--r-t 

510(k) t%cXmmw 

16-aY-2000 



l+mwMlmADDPEssLImFcwmm Etpnmma (SE) 510(K) SutrplARlEs CR 510(K) m 
?XRFINALDEKZSICNSREWEiREDwIRINGT!HFtPERIC0O1JAN-2ooO !E-KU.X31-DEC-2000 

~~PLASTIC 
Es. YELla 

PFcWCIS5lO(k) ND: K992979 

AlImI:JuLIA Ku l?FL%JE Im : 862 162 095147 
ND.lNEWDISTRICZ' 
ziHuHAtGcxEN 
JYLNMANBIEN, -, 

tizm=mIpIxjEm~c PFmKm5lO(k) ND: KOOll.28 
A!IlwJANNAP!tvxm HlcNE ND : 775-342-2612 
198 AVENUE DE LA D'FNEiFND 
SPARKS, NV 89434-9550 

ETSQGMIPCIGEIDCN~C PRXXKTS51O(k.) M3: KCQl549 . , 

PI-D& I'D : 775-342-2612 
198 AVETJUE DE LA D'EHERALD 
SPARKS, NV 89434-9550 

-WmpLAsTIC PIMWCrS5lO(k) Wz KCXX836 
ATIN:JANrQiP~ JB-KNE ND : 775-342-2612 
198 AWZ'W DE LZiD'ENEFWD 
SPARKS, NV 89434-9550 

--pLAsI?C FmXJCISSlO(k) m wx11837 
ATI%JANNAP!rxxER E-Km hn : 862 162 095147 
198 Am DE LAD'EBERALD 
SPm, NV 894369550 

SFPXXRASIAPAKiNERSGUWES ?MwA510(k) 1x1: x000584 
LImczrA?uM15oMI-mLEss~ 
A!lmdPTuc!mR 'Ff+KNE 1x) : 775-342-2612 
198 AVENW DE D'EMEIUW) 
SPARKS,Nv89434 

SHASTAASIAPAKINERS - tdruw'WO(k) rn x000670 
A!rlmJmNAPTcKxER PIXNENO: 775-342-2612 
198 AVEiNW DE D'EHERXD 
SPARKS, NV89434 

SHfmt-KREEnrT.o3.,L?D. 510(k) m: KOCO226 : 

DFXICE:SHANXAIpIcGEIIXNK%DER-FREESYNnWlXCWNYLvINnCNGuxl 

SEDEKZSICNMADE:O9-FEEi-2000 

510(k) aSTimWm 

DEVICE: NIlTmIE EXAM czTLwEs, Fczmm-m, crxcR RLUE 
SEDEXXSICBJMADE: 23-FAY-2000 
510(k) SlKrEWm 

DEVIC5:lmXtPLE~IABEIs,NITRILE: EXAM-, --m (WHI 

SEiDECISICNNADE:l2-JUIG2OXI 
510(k) fZmTB@m 

DEVICE:NI7RlIE ExzwmAm~GLcJvEs, PRE-lxxmm, ozluxm 
SEDECISICNMADE:26dUL-2000 
510(k) sA!tWEm 

DEVICZ:NITRlIE MAMINATIoer-,PRE--,-BLUE 
SETDECISI~NMDE:~~TJUL-~OOO 
510(k) SRWFNM! 

sEDEXXSICNMADE:l2-AE'R-2000 
510(k) SMaRY AvAILABLe FRX FDA 

DEVICE:IVI!WUEEXAM~,~ER~,BulE 
SEiDEXXSIcWM?!DEi:l%AE'R-2000 
510(k) SUMAFtY AWiIUEGX FRX FDA 

m:m INANG FT-K.NE hx) : 011 886 55575937 SE DEXXSICN WE: 02-MHb2C00 
ND.16, 'IOU KUIX: SIX RD. 
TJLCU-LID ExPziNDED INDUST. AmA 510(k) i!mQmWC 
TOU-LIU, YUN-LIN, 

SmENMxEmr.0.,L!m. 510(k) No: KOO1065 DEVICE:DI~ NrIluLE~GrL(xIE,BuTEocaoR 
AlTN:KEN HoAm FFDNEi No : 886 555 75937 SEiDEiCISI~WE: 2~~~ 
m.16, Tw KUNG SIX RD. 
m-LIummmIM)usT.PARK 510(k) sWAQBEW 
m-LIU, YUN-LIN, 
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SHEmMmEENr.m.,LTD. 510(k) IW: KOOll55 DEVICE:DISPCE;ABLe ~~GLENE,wHITEcxIEL%I 
ATm:KEN Hm?s Pl33E NO : 011 886 55575937 SE DIXISICN MADE: 2fi%itt??iW 
ND.16, !KXJ falNt= SIX RD. 
Ttw-LIU EXPANDED INDUST. PARK 510(k) SmTFmWP 
!tw-LIU, !illN-LIN, 

SmmMxEENr.ax,LTD. 510(k) N): ml637 DEVICT.C:DISPlXSABLe 
2=2= 

-~GIIx7E,-(souJR 
A!rlm KEN r-KJAt% F!HXE Xl : 011 886 55575937 SE DEXXSICN MADE: 
ND.16, TW KONG SM RD. 
Tw-LIuExPANDmINwsT.PARK 510(k) m 
TcxI-T;N, YUN-LIN, 

SEFFELD -, DIV. OF m&10(k) ND: x001077 DEVICE:LUBRIGELPERX%Na LuBRIm 
m:- I-lxxu E332NEiNO: 860-442-4451 SE DECISION MADE: 02-AU&2000 
170 BIMAD ST. 510(k) STIMGBY AVAIUBLE FFCM FDA 
NEwuzNm?,cr06320 

lYsmILAw. PIc.xERIa 
ATIN: SHEILAWPI~ 
2081LmmENczIRcLE 
Lcx AEms, ai 94024 

510(k) NZ KCW860 DEVICE:I'UIWRSAEETYSYRINX 
PHONE E3D : 650-969-6114 SEDXXSICNMADE: 3O-JUN-2CGfl 

510(k) SCWARY AVAJUBLE FRX KIA 

sJ!JEImGH, INC. 
Afrlm-(=ABBAy 
P.O. Kx 884 
MlmmqNJ07041 

510(k) m: K982101 DEVICE:SHEXHIGHW-FUZWl'DUFtASHIETD 
PEKNE XI : 973-467-7861 SEDECISICNMAlX: 02-M&Y-2000 

510(k) SUNARY AVATMXB! FiXM ZDA 

SHENWEI (USA), INC. 
bSXHBWYD=) 
ATIwE?ELmLamJ 
2845-m. 
uNIcNcITY,a94587 

510(k) m K991422 DEVICZ:lX%Dm-=NITRILe ExAmNmI~(scNE(-musE~cHE 

lJraam:510-429-8692 SEfDEmS1cNzmDE:0~-2000 
510(k) i?ZmMXC 

SHENwEI(uSA),INc. 510(k) NJ: x993876 DEVICZ:lXWDER-FFGENITFCBE Exz4mmMm~wITHAroEvERa 
A!rIwEmlLELcmu PEENE ND : 51042943692 SEDECISICNMADE: 07-FEB-2000 
2845-m. 510(k) tXm!mmR 
UNICN CITY, CA 94587 

sIIEM;LIzcT MEDIC% DEWICX a., La) 510(k) 1u3: IO302411 DEVICE:SHENJX~NEEOLES 
A!ITN:GExxGE su FtTENE m : 310-229-5748 SEDECISIONMADE:l2--DEc-2000 
1800c.xmuRxPARKEasT 
SUITE600 510(k) smmmm 
scSxGELES,m90067-1509 

SHIEIBDINXXTICS,L'ID. 510(k) m KOCQ398 DEXtGQSHlXIDWNWlZZTMD~ACrIVMY ELISA,mxLFvwF200 
ATIREIIXENMXWFERW PIJsNEm: SE DEXXSICN MADE: 17-AJB-2C4XI 
=-PARK 510(k) smmm?T. 
-E& -, 
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!izxaaD-- (M) SDN510(k) N% KCCO156 
LA!cEx-~GLovEs 
A!rmIJF!NNAPTwxER EKNE N3 : 775-342-2612 
198 Am DE IA D'EWRATB 
SPARKS, NV 89434-9550 

DJZVICRsMAKTeSHIELD~~ KNXiR-m --- 

SEiDFCISICNXADE: 18-FEB-2000 
510(k) SWHAFtY AVAILAEW FX&f JnA 

ii!liFEa 
V (M) SDN5lO(k) Wz KOOO217 
pRImxN-cLAIM [<2coMa3cRLEss] w 

A!MNzJANNAPnRxFn PHXE NJ : 775-342-26l2 
198 AVESNE DE LA D'FNEWXD 
SPm, NV 89434-9550 

stir- GREW E?GKZ PLASTIC P510(k) IW: HNOO71 DEVICXzSYNIWZMC~F'REE(~)VINYLPATIENT~m~ 

Al?l.N:M cm E'Kmm:909-548-4828 
l239OEasFwIBA~ 
cl-am, CA 91710 

-GREAT E?Gr.E E'rAsrrc P510(k) m: KC00166 
ATrN:J74Es UXJ ~m:909-5484828 
I.3945 MTQUXJAAW 
am?& ca 91710 

SHIJIAMUAEX; GREA!l? VISICN PLASTIC 510(k) N3: K992554 
A!Im:IaREN ABEL R-Km m : 909-590-9358 
I.3945 &HX&IAAvE 
amu3, CA 91710 

- QlEAT VIsIcN F'rxn'rc 510(k) ND: KOO2Ol2 
A!rrN:JAMEs aiu PI-KNE ND : 909-262-8860 
l239OFZASTENDAVEPUE 

ii -, ca 91710 

- QiEAT VISICN PLASI'IC 510(k) NJz KOO2015 
S 
ATm:JIsMEs cm FfENE Ex) : 909-262-8860 
12390EDSCENDAVENW 
Cl-IINo, CA 91710 

SHI-- PLA!iZIC mxx%lO(k) IW: I@94206 

SEDEcIs1mMADE:29-FEB-2m 
510(k) SUW%RY AVAIUEXE F'FUX FDA 

DEWICF,:S!XtFWTC(WMlE)VINAL~~P~ -m- 
SE DECISICN MADE: 22-FEE!-2ooO 
510(k) SUMMARY AVAILARU FIMM J!DA 

DEVIC.Z:~CCEREDWNYLPA!ITWl' ExAlmmnm- 
!sEDBYzISImMADE:2~-2ooo 
510(k) SUWARY AVAIIAEU JRX RXi 

DEvIcmSYmFmIc~~(~)~P~ mm- 
sEDECISI(;wW!DE: 0%AU%2ooO 
510(k) SWWARY AWGLAEEE FRX FTJA 

sEDExxs1cNmDE: 09-Am-2000 
510(k) SU&!ARY Am FRBf FDA 

ES,EiEIGEaxm 
Al-m: GUI-XI LJU PKNEIW3: 011863113613127SEDFCI!XONIGDE: 07-FEE?-2000 
m.135xIN-HuA~IylAD 
sHIJIAzENAEx=cITY 
HEEiEIPxMNm, 

510(k) SDUWEWT 
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SHI-- PLASMC mmU5lO(k) m K994222 DEVICE:SENSI-PF0DIsposABzF: l3zmDERFREEvINYL -C-aG 
LmE!s,mGEm 
ATm: GUI-XI LIU mm:011863 1l36l3127sEDECISICNMADE:O7-FEEb2ooO 
In l35XIN-HuAwEmm. 
-, 

- - &?lXTIB PR5lO(k) m x992821 
A!ITN:KAREN AEmiL pH3NENo:909-54a-4828 
l239OEasTENDAvE 
0, ca 91710 

SHI-- PreASXS R510(k) ND: w301834 . ~ 
FirmJAMEs a-m FKNE ED : 909-262-8S60 
12390EasrEiNDAVENJEi 
c33IFQ CA 91710 

SHI-- PIm?SCICS PR51O(k) ND: KfXU361 
A!mN:JAMFns cm Fi33E No : 909-262-8860 
l239OEAsTENDAVENUE 
aam, CL4 91710 

zTI-IIms E%Mt!rcs pRslO(k) m KOO1862 

m:JAMEs mu FfmE No : 909-262-8860 
l239oEZ!Sl'~AvENuE 
CHIluo, ca 91710 

SHI-- F'mst'ra PRSlO(k) ND: KOOl863 
ATm:JAMEs CHJ PKNEND: 909-262-8860 
l239OENl"EBlDATi7E%UZ 
a.rlN3, cl 91710 

SHIMADZU OXP. 510(k) ND: KCQl517 
m: MI- FI- FT-KNEEX): 310-217-8855 
20101 SamI VEFMNCAWNUG 
'.mmNE, CA 90502-1328 

510(k) m: K994431 : , . 

m:MIa FISHBPM Pf?lE I'D : 310-217-8855 
20101 SumI VERNNTAVE. 

SHINcHAmMEDICm(sD.,LTD. 510(k) Ex3: K993017 
ULINmRINGE 
A!tTNzJANJE'RANIZ PIXNEND: 801-263-0975 
3762 XiXII'H 150 EAtZt' 
SALTIAKECITY,W84ll5 

510(k) SrA'mmm 

DlwICE:SYNmmIc~-~vINYLPATIENT ExPlmwnm(=LLxIEs 
SEDECISICNM?iDE: lO-MM-2CXlO 
510(k) SUMMWY AVAILAEU FlTM BDA 

DEVICTGSYMHEFICW (YEum)vIN!aPATImr Ex?mmTIm- 
SEDEXZZCNMRDE: ll-JUL-2ooO 
510(k) SUWiRY AWiILAEU m BDA 

DEVIC3QsyNMFIIIC‘PClWDWJ?REE(WHIIICE)VINYLPATIEWEXAMlNWCE?WNES 

SEDEXZISICNM?iDE: 3O-JUW2OCN 
510(k) SUMMARY Am M FDA 

DEVIG%S!MHEITCFWDERlB(WHI'IE)VINYLP~ mm- 
SED~SIONMADE: ll-JUL~2000 
510(k) SUMWtY AWGLABUZ FRBl FDA 

DEVICZ:SHIMFaDZUMBILF,X-RAYSYSIEMMUX-1WSENES 
SEDECISICNMWE: 27-.JUN-2000 
510(k) ,TNEWNC 

~DEVICE:SHIt@DZUwHDLeBaDYX-RRYCIBWIEDB sscwNERSCr-7800 

SE DECISIaJ WE: 23e-2CGO 
510(k) smmmmt' 

DEWICE:PFUTIDISFQW%ESYRINGE, PROF'I DISFWABLE KVEEDLE, DMJKTINS 

SEDECISI~FADE: 25-FEEi- 
510(k) sZmTWmT 



\ 
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--SE, INC. 510(k) m: x994248 
MItaM~~~BBIGEPI~ADDrrIvES 
AT.IN:- LI PHmE m : 978-43&9980 
17A STERLJX RD. 
hTXlS-I BlLURICA, MA 01862 

m ErmREmsE, INC. 510(k) ND: K994258 
NATIcNGmvESwITHB?zGEPI~ADDITIvEs 
ATIN:- LI 
17A SEZRUIG RD. 
KRIXi BILLEEUCYi, NA 01862 

SHXUDEWWLacwp. 
ATIN: CINOY I?l-nwEs 
4024 EXX?N%N DR. 
MEMx)PARK,CZi94025-1096 

SIAMSEMPERMED~. LTD. 
NSIERILE 
lxLl!N:JoY m 
30798 US twy 19 mm!r-~ 
PATxBaRBm,FL34684 

SImST!Nmmm~.LID. 
m:JoY - 
30798 US HWY 19 lmFa!H 
PALM-, FL34684 

m:JDY - 
30798 US BWY 19 Nxm 
PAmrm?Em,FL34684 

sIAMSJ?HmwDa(%ip.Lm. 
m-1 
iwrN:wILLIAM I-IARFXS 
30798 US I-WY 19 m 
PAL&iHARmR,FL34684 

SIAMi!JmmmmoQRp.La). 

tii!zzm HARRIS 
30798 US BWY 19 IKJFQH 
PAIMHAREtX,FL34684 

533xFi 1x) : 978-436-9980 

510(k) E30: KOO2461 
FT32NEm: 650-324-0085 

510(k) N: KC00323 

PfENE IW : 727-787-7250 

510(k) ND: -329 
FFKH!3 Ml : 727-787-7250 

510(k) m: IO330 

FWNE No : 727-787-7250 

510(k) Fn KM)2391 

FT-XXFa No : 727-787-7250 

510(k) ND: KC02818 

F'JXNE No : 727-787-7250 

DFXICZ: SENSI-pfll3, DIiWXZ&F, PREGcm~ zixmmzIc!vINYLP~m 

SEiDECIS1CNMADE:28JAN-2000 
510(k) sIXmm?r 

DEVICE: SENSI-PlX) DIsXxiXUa JFTxiDERFfTEE SyrmmMcvINYLP~ExAMI 

SEDE!CISICNMADE:2O-JAN-2000 
510(k) fZATmmc 

DEXtCZ:HY-FCNDRJLY~ TRNWARYDENIXdUNEVT 
SEDECISICNMADE:26-SEP-2ooO 
510(k) a%WmEm 

SEDEXXSICNM?iDE:O5-APR-2000 
510(k) SOMARY AVAILAEU mm 

DEmc%NITRILEP~ EEAKDWIm(=L(JvE-ERPREE,mSTERILE 
SEDEXXSICNM?CIE: 05-AE'R-2000 
510(k) SO&MARY AVAIIABU FXM FDA 

SE DECISICN MADE: 05-APR-2ooO 
510(k) SUbWRY AVAIMXE E'FUX FDA 

SFaDEXXSICNMADE:O4-DEC-2000 
510(k) SUNARY AVAIUUZE Ffaf FDA 

SE DECISICN MADE: 29-NW-2COO 
510(k) SOWARY AVAIUBLE FFCM FDA 
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sm4 - am. Lm. 

ATlmwrLGIAM HARRIS 
30798 US I+&' 19 mmf! 
PAmH?BEm,FL34684 

SWELEMAAB 
ATIN: DAVE SIMARD 
m1cALSYmQaxTp 
l6~csAv~mu~ 
DANVEEE, MA 01923 

SIEMENSELEMAAB 
A!n!N: DAVE sm 
EiLmnam1cAISYmm 
l6EXJEmmICS AVENUE 
DANVERS, MA 01923 

swm1ma)RP. 
ATIN:- SIANEK 
186 FitxB AVE. SCUIH 
IsELIN,NJ08830 

sIEMENsm1mm. 
ATm:J??MIE YIEH 
186WXDAvE.SXtH 
1SELIN,NJ08830 

smm1mSYm,INc. 
A!tTNzPBWJXEH~ 
16ETXmRXI~AvE. 
DANVERS, MA 01923 

sIl?MENSMmIaLSY~,m. 
ATINzPENZUXEHQ?EXXJ 
16EfLEmXIa AVE. 
DANVERS, MA 01923 

s~~I~sysTEMs,INc. 
ATTN:m4lE YIEH 
186WXDAVENESCUIH 
IsELIN,NJO8830 

slEMENSMED1aSYm,INc. 
ATIN:- STANEK 
186 WXD AVENUE SX?IH 
1SELm,NJ08830 

510(k) No: KW2819 

EHXEi Nl : 727-787-7250 SE DECISION MnDE: 29-NW-2OW 
510(k) ,sOWARY AVAILAEU FiGl FDA 

510(k) In KCXN315 DEVICE:MXCFI~~ToKI~ -IA SYm 
PHHVE ND : 978-907-7737 SEDECISICNMADE: 26-&W-2000 

510(k) sSUM@FU AVAIUBIE FlXM FDA 

510(k) m: KOO2l.37 
PI-Km m : 978-097-7737 

DEVICE:CXHCKRTlMcII3P 
SEDEXXSICNMADE: 05-OCI'-2000 

510(k) SUMGRY AVAIIARU FEUX FDA 

510(k) mz SC994231 
FT-KNEm: 732-321-3950 

510(k) Im: K994316 
PfKNEm: 732-321-4625 

510(k) ND: SC992116 
J!lxNE m : 978-907-7500 

DEVICX:SIEZBNS~opERATIRlG 
SEiDECCSICNMADE:lO-AWZ-2000 

SYsrEM (SIcq 

510(k) tSOMW%Y AW+IL?BW BRX FDA 

DEVICE:t@GNEIWopEN~~~~ 
SEDECISICNMADE:14-JAN-2000 
510(k) St&WRY AVAIUBLE FXM FDA 

DEVICE:SIEJMENNS Illwnvmm2m 
SEiDEXXSICNMADE:&JAN-2000 
510(k) fXEQ%RY AVAIUE!U FRX FDA 

510(k) ND: IQ93974 
FKNE No : 978-907-7500 

DEVIC%SIEWNS INFmITYSc6002xL~PATIElvT~ 
SEDEXXSICNMADE: 22-?TEB-2000 
510(k) ,StMW.Y AVAIQZU lTXX FIlA 

510(k) NX x994315 
FFKNEPJD: 7323214625 

510(k) SUMtGKY AVAIIANE F'FXM FIIA 

510(k) m: Kool201 
liTxm3 rm : 732-321-3950 

DEVICE:MOLTlX(XXETCC KANDMWJ?lXLRF!DIcx%AmI c X-RAY SYm 
SE DFCISICN MADE: Ol-JUN-2OXl 
510(k) StMARY Am FRX FDA 

‘\ 
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sIEMENSmI~SY~,~. 
ATI!NzJuDIKFFM?N 
22010 S.E. 51sT S-J!. 
I-, wi 98029-7002 

XiJxE~ma~aAti 
DAIWEFS, MA 01923 

smMED1cAz,sym,INC. 
ATIN:lzl73ME YIEH 
186 WXll AWMJE SCXSJH 
ISELIN,WO8830 

SW MEDIm mm, INC. 
ATrN:JAMIE YIEH 
186wDaDA?@NRsouM 
ISELIN,NJO8830 

smMEDrCALSYm,INc. 
ATIN:- RlJnmmm 
186 W.XD AVENUE SOUIH 
1SELrN,NJ08830 

sIENENSMEDIcatS!z~,INc. 
A!rmJIJDIKmmN 
22010 S.E. 51sT ST. 
IsspsplAH, WA 98029-7002 

slEMENSMEO1caLS!m?Em,INC. 
ATIN:KAmLEENm 
186 m AVENUE SOUM 
ISELIN,NJO883O 

S~MEDIrnSY~,INC. 
A!l'IW~HGRBXXI 
16ExXClKm~AvE. 
DrwERs, m 01923 

S~MEDI~SY~,INC. 
ATI!N:JAMIE YIEH 
186 KW AVENUE KUTH 
ISELIN,NJO8830 

ATIWPENEUXEHGIMX) 
16ELEtXRMCSA-vE. 
DANVEFG, MA 01923 

510(k) m: KOO1400 
PIsmE ND : 425-557-1229 

510(k) Km KOO2105 
PfmE ND : 978-907-7500 

510(k) m KDO2179 
FFDNEPD: 732-321-4625 

510(k) ND: KLB2225 
FXNEM3: 732-321-4625 

510(k) ND: KOO3014 
FT-KlEm: 732-231-4779 

510(k) m KM3125 
?+mNE rm : 425-557-1229 

510(k) PIX): KM)3152 
PI-KNEm: 732-321-4779 

510(k) m: KOO3179 
l=lsxlE Ia3 : 978-907-7500 

510(k) N3: x003192 
PI-KNEW: 732-321-4625 

510(k) IQ w303243 

PKNXNO: 978-907-7500 

DEVICREMGRA~~ DIXMXTICUL~SY~ 
SEDEiCISI~MADE:O1-AUG2OOO 
510(k) SUMMARY AVAILAEm FRX Jim 

DEiVICE:STCEMENS INFINITyscm2xL-WrIHsT SEISMENT At@LYs1s 
SEDEXXSICNMADE: 05-DEK,!-2OCHl 
510(k) SUMMWY Am FIII;pI FM 

DEVICZ:MKNE'KMAUXGRASY~ 
SE DECISICN MADE: ll-o(=r-2000 
510(k) SLWmRY AVAIIAEW FlXBl FDA 

DEvIcE:cw~~opENvNAsY~ 
SEDEKZISICNMADE:~AU&2000 
510(k) SiBWiRY AVAIIAmX F'FXM FDA 

DEVIcX:itaa!nf~mMs 
!ZDECISIC?NKADE: l2-cXT-2000 
510(k) RUMAFtY A= FKM mA 

DEVICE:XNIJNEELEGRADINXM!IC~~SY~ 
SEDEXJISICNMADE: 20-Wl!-2000 
510(k) LXBMWY AVAIIABW FKM ?XXi 

DEvIa3:~sMILE 
SFaDEXXSICNMADE: 24-CCJ!-2CKXl 
510(k) SUMAFtY AVAIURLE FKM FDA 

DEWICE:SIE?BNSMtJE~INFINITy~Sy~ 
SEDECISICNMDE: 09-W-2000 
510(k) StMlRRY AKUIAEKE FKM FDA 

DEVICX:~CfXNCERm 
SE DEKZSICN WE: 21-DEiC-2003 
510(k) ,SOMBRY Am JTXM FaA 

DEvIa3: SIEMENS INFlmTYmuLAR~~sc8ooo;sc7ooo;sc9 

SE DECISION WE: 21-Dm2000 
510(k) SLWAFtY AWUUEZE F'KM FDA 
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S~MEDIcaLSY~,INc. 
ATIN:-HQIMX) 
16EzXXXNICSAvE. 
DANVERS, MA 01923 

s~mIc!ALSY~,INc. 
AII?N:PESTELOPEH= 
16ELECEXMCSAvE. 
IlAtmPs, MA 01923 

sIEmNSb5OI~SY~,INc. 
lnl!N:AMY SHAwm 
186 hCCD AVEMJE SCX?TH 
ISELIN, NJ08830 

S~.ME!DI~SY~,INc. 
ATIWJAMIE YIEH 
186~AVENOFi=3lH 
ISErm,w08830 

SIENCI), INC. 
SI~~opI?oN 
Za'INzBARBARADEEiIASE 
l.l485-AWE!Tl!4&IHAVE. 
bmlxrRIDGE,m80033 

s1awmm. 
ATm: AHAVA STEIN 
P.O. Em 454 
G=, -I 

SIGM?iD~CS,INC. 
ATIWWIILIAMRGILE!EU' 
545SxX?THEWlXAvE. 
SC. LOUIS, I43 63103 

SIGMADIMXXMC'S,INC. 
XTNzi%lILIMRG~ 
545 s(xTM EWIW AVE. 
SC. LOUIS, I!%3 63103 

SIG!QDIXXSTICS,INC. 
A!tTWWILZlIAMRGILBEEIT 
545 SOUIH EWIX AVE. 
ST. ux%ts, M3 63103 

510(k) No: KO03246 
PJKNENO: 978-907-7500 

510(k) rx): KW3248 
Pi-ENENO: 978-907-7500 

510(k) ND: ti3266 
qxm m : 732-321-4830 

510(k) m f(M)3623 
PI-KNElND: 732-321-4625 

510(k) 1u3: KO02528 

l?fnlEm:303-42bll48 

510(k) NJz K994l.30 
PlXNEIW: 972 979 20673 

510(k) IW: K.993741 
PfKNFIEK): 314-286-7880 

510(k) m KOOO527 
PIDEIW: 314-286-6693 

510(k) No: IWO528 
PI-?ZGKl: 314-286-6693 

DEVICEi:SlEMENSMOL!CIVIEM IKNWIRM~~~vIEwERO~~ 
SEDECISICNMADE: 21-D%2000 
510(k) SWNARY AVAIIXXE FFCM FI3A 

DEVICE:SIEfMENSMEDIC% WrnBuS (MIB) mm 
SEDEK!ISIoN MADE: 21-DEXY!-2000 
510(k) SUMMARY Am FfMp4 FDA 

DEVICE: s-IL Isa-c 3D 
SE DECISION MADE: Ol-DE.C-2000 
510(k) tX&WARY AVAUAEUZ FE&M ZDA 

DEvImwmmmmPa 
SFiDECISIoNM?+DE: 21-DEC-2000 
510(k) SUMBRY AVAIUWX F'NBf BDA 

SEDEcIsIclNMADE: 31-AU%-2000 
510(k) SU-NARY AVAIUBTX FFCBl BDA 

DEvIc!ErREciaIGmRS3cn-o4 
SElDECISIoNMWJ3: 3O-JUN-2OCO 
510(k) es'mmmv 

DEvIcFl:EzLDL B!tEsTsYsrEM 
SEDFJZISI~MPIDE: 03-JUL-2000 
510(k) cSOMMNZ AVAILXiW FFXX BDA 

DEVICE:~ DRVVTW CZTALCGNO.A6094 
SE DEXXSICN MADE: 07-APR-2ooO 
510(k) SUNARY AVAIIAHLF: FIX% lT)A 

DEVICE:ACXXUM'DRVVT~ cT+TAux In A62119 
SE DFCISION MADE: 07-m-2000 
510(k) hJ#ARY AVAXAIXE F'FCM FDA 
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SIGM?iD~CS,INC. 
OOP, 17-5COP, 17-2ooOP, 
A!FINzWILTalMRGILBERT 
545 XX?IHEwIluGAVE. 
ST. IcuIS,m63103 

SIGMADIHXMTCS,PNC. 
A!LTWWILLIAMRGlLBEXXT 
545 sCU3.H ENINS AVE. 
sJ!.LaJIS,m63103 

510(k) m KOO1403 
s-20, 18-1OOP 

Pi-KNEW: 314-286-6693 

510(k) No: KOOl569 
FT-EXENJ: 314-2866693 

SIWA DISINTUFICN & SOPPLY, INC. 510(k) m: K993963 
ATnJ:ARIfiuR IcEsHIm PI-K#~ m : 818-246-4624 
701 w!s!c HARmRD tsa!mEx 
CxmDATx, CA 91204 

SIMS BCI, INC. 
ATIN:lLlcmm - 
N7 W2025 JcX-NS3 FCN 
wfiummi, WI 53186 

510(k) m -1770 
FHXE hx) : 262-542-3100 

SIMS DEr.mc, INC. 
mLIsA IYlmE 
l265GREXXXCRD. 
sLPAlJL,x?55ll2 

510(k) ND: 1~994216 
PfENEm: 651-628-7224 

SIMSDEL'IlX,INc. 
ATlwLIsAsrcNE 
l265GREYFOXRD. 
ST. PAuL,M?551l2 

510(k) W KCKKN42 
H?.lE ND : 651-628-7224 

SlMDEfXEC,INC. 
Rrl!N:LIsA &5xmE 
l265GREXlQXRD. 
SC. PAUL, m 55112 

510(k) NZ I(ooo942 
FiXNEiIW: 651-628-7224 

sIb?sLEmL1,INc. 510(k) NX KOO1764 
ATIN:GABiRIELJ=JR. PJXlNl3N3: 781-878-8011 
16Or@zmMxmsT. 
lxxxmm, lyIA 02370 

sm.5 mum Lm. 510(k) ND: KOW628 
YTE lVZDBW% SE&17G, l.XDEL MECttS1733 
A!tTN:GILES BIsH3P pH3NEm: 44 l30 3260551 

DEUICmSICHAD~C'SlWINITY~~, l-fJl= 17-25, 17-l 

SEDZISIa'TMADE:1o-au;2~ 
510(k) SLMdARY AWmAEU FNM HXi 

DEVICE: IrGTNrmAMYLA9E- (mm. 580/568) 
SEDEXXSICNMADE: 26-JON-2000 
510(k) SUMRY AWCLABLE JXM FDA 

DEvIa: SIGMAFlANuAL~ 
SEDl!xxSIm~:~2OOO 
510(k) m 

DEVICE: BCI M4529ACXWDIGITAL HANMlEID OXIM==, I43XL M4529A 
SEiDECISICN~E:O5-JuG2~ 
510(k) SOMARY AVAIIABU Ffl(3pI ZDA 

DEVICE: pra?sITc ECRT B-S-SY- 
~DDMxSICNM?iDE:27-JAN-2ooO 
510(k) SLMARY AVAIIAEU = FDA 

DEVICE:C!ADD-PRIZMFCSII~Eta6101~ m1m SYsrEM 
SEDECISICNMADE: 08-JUN-2000 
510(k) SUMARY AVAXAE!U FFCM FaA 

DEvIca3: CaDD a-mxmmE~~~sET,~2l-7090 
SE DECISICN MADE: 27-APR-2ooO 
510(k) SUW4XY AVAIIAEU FIMM EDA 

DEvIaQImLINF#2m~ 
sEDECISI~MDE:O9-AUG-2~ 
510(k) SO&MARY AVAILAEU FXM FDA 

DEVICX:blMLACE~RETRIEITAt m-l&& &smm MD3Ns1633; i+ATJXE CCC 

SEiDEXXSICNMADE:13-M?Qt-2m 
510(k) SUbMARY AVAILMLE FEtN J!DA 
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sm KXTEX Lm. 
ATiWSIlEVENMOGILVIE 

510(k) 1\x): KOO1555 
Pi3XEim: 441303 260551 

SIMS FclIuEx, INC. 510(k) m: K991861 
msEmIATRIc~-,~-IR, ls!RE 
A!L'INzTIhSXHYJ'lXCUIT H113blEm: 603-352-3812 
10 ECMAN DR. 
IumiE, NH 03431 

SIMS Fcxu!Ex, INC. 510(k) m: K993619 
ATImTIMXHYJTAUUtT FKNENO: 603-352-3812 
10 BCHAN DR. 
KEmE,mo3431 

SW KRTEX, INC. 
AT'rNzTIMXHYJ!TXCUIT 
10 BZ+!AN DR. 
lxEENE, NH 03431 

SIMS FCRIEX, INC. 
X!lXBRIANI)m 
10 IDWAN DR. 
ICEENE, NH 03431 

sm KRTEX, INC. 
Xt'iW'TlMYlWJ~ 
10 E!UWAN DR. 
mENE,NHo3431 

SlIXX+ADEWALSYSlBlSG%EH 
ATIN: SHEILA HEiMEm- 
49 PLAIN ti?mEEx 
KRIH m, MA 02760 

SIEiDNADEiNlXaSYSIFMS~ 
AT-m: SHEILA HETHEm- 
49 PLAIN et7IRmc 
IXJRYEI~, MA 02760 

510(k) m K994275 
PIXSENO: 603-352-3812 

510(k) m ~OOl.318 
PWCINENO: 603-352-3812 

510(k) ND: Koo2506 
PHSlEbJD: 603-352-3812 

510(k) m K994172 
PiXtE1u3: 5OS-643-0434 

510(k) Nh KOOO672 
FKNEPD: 5084434434 

DEVICE:~ ~m,ENDo26 
SE DECISICN &?&DE: 02-AUG-2000 
510(k) SWMARY AVAIUBUZ F'fCN FaA 

DEVICE:lSTFUBKNSE INEi4NTMANUALHESUSCTIZ\TOR, BFy=-IR, lsrm 

SEiDEms1ONMAm:18JAN2000 
510(k) SC&NARY AVAIUBTX 3X&l FDA 

DES.'ICE:CSECUREcxplBINEDSF'IN?iL/EETWRAL ANEsmEsIAsY~~LLxx 
SEDEXXSIONMADE:28-A?%-2m 
510(k) timNARY Am FXN JmA 

DEVICE:SIMSlXXTEXANEsMEsIA~ 
SEDEXXSICNMADE: 22-FEB-2000 
510(k) SOWARY AVAIUGLE FlXX4 FDA 

DEvI~:~sysTEM,mmf02001 
SEDEC!ISICNMADE:~OTJULF~~ 
510(k) SLNARY Am FIUX FaA 

510(k) tXWARY AVAIIXW = FDA 

DEvIcx:c3mEc3 
SEDExxsImMADE:O8-~2ooo 
510(k) m 

DEWICZ:HELICDENl'VARIO 
SEDFrxsmNMADE: 02-m!t-2caO 
510(k) eSUbN%Y AVAIUEUZ FFXX ZDA 

DEVICX: SD-730 IF-SDS, pERlm.xmIFa sKYLARK DEVIE & SYSTEMS CD., L'ID 510(k) m K992652 
ATIN: GEKIFW K.C. CHEN PHDNEND: 011 886 225979005SE DECISICN MADE: 03-FfB-2ooO 

510(k) STXDWNC 
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~~~IFCN, DIV. m K&w GRNP, INC. 510(k) 1\x): KW2463 
ZnlmKARI- FiDlENo: 616-9574500 
5000 36m ST S.E. 
P.o.mC 888615 
GFWD RAPIDS, MI 4958843615 

sL!EEP !t3zmrrcNs, INC. 
RI'TNt-MSYKE!S 
928 LlNMiN AVE. 
BuRLmzm, CR 94010 

510(k) IW: KC00253 
PIENENO: 650-868-4331 

SLSBICX'HILE~. 510(k) m KOOO811 
IrITNzMIa KrERNAN pI-mE Iv3 : 441 554 755444 
UNITS1&2HEXXRHXYN, 
DAFEWPAFC 
===JJ, 

t3tdARTGLovEm.sDNm 510(k) m Koo2568 
IN(JcwIwT- cxAIM~5oMI~mLess) 

F5-33EbXl: 603 391 6100 ATIN:lFOOKPU 

" 5 3'4 
--t 

sMriH&NEPHEw -, INC. 
RI'IWDFMETRICXT!XCN?S 
l3oFcmEs~ 
t.lmmmD,MAo2048 

SMITH&-m. 
ATIN:ALIcIA F!awxx 
2925 APPLIm RD. 
BATIIZFP, TN 38133 

sMrIH&NEFHEwENT. 
ATIN:ALIcIA F!AwGE 
2925 AETLIW RD. 
ETzsamT, TN 38133 

sMIM&-m. 
A!Lm:ALIcIA FnFax 
2925 APPLING RD. 

I EAKUEIT, m38l.33 

sMc?H&NEpHEw~. 
ATIN:ALIcIA F7wGE 
2925 APm PD. 
E?Jwmwr, TN 38133 

510(k) m x992396 
FI-~XW m : 508-261-3775 

510(k) m -256 
PHBlEN3: 901-373-0279 

510(k) N.X K000801 
H3%IE ND : 573-243-3799 

510(k) mz KCCO858 
FFENEm: 901-373-0279 

510(k) 1x): Koo1902 
PKXQN3: 901-373-0200 

DEWICE- 
sEDECISI(s\I~: 08-XW-2000 

510(k) m 

DEvIas: SILFNT NIGHJ! v 
SBDECISICNMADE:16-N.N-2m 
510(k) SUMMY AWILABLE ?TRX J?DA 

DEVICE:NLI!FEsY~,SLS~ELMliMBER AOO-1025 
SEDE%xsI~MADE:25-pIxK;-2ooo 

510(k) SO&WARY AVAIUFLE FIX&l FDA 

DEVICE:FCXXMERoaAT,KNDER~,~ EXAMDWT~GLM?ESWITHpE113TE 

SEiDECISICNMADE: 03-o(=r-2000 

510(k) s?lMWmr 

DEVICX:BICRCESCREh' 
SBDEtCISICNMRDE:J%JAN-2ooO 
510(k) SOMARY AVAIIAFU FXM FDA 

DEVICE:C!APXRP,CWTCW? 
SEiDEiCISI~MADE: ll-FEB-2000 
510(k) SUMARY AVAILXUE FEicM FDA 

DEVICE:PCCCATED ‘~CVIWTUBES 
SE DECISICN MADE: 19-JUN-2ooO 
510(k) SUMMARY AVAILABN FFCM FDA 

DEVICE:wEHRsINW~ 
SEDJXISIONMBDE: 03-APFb2000 
510(k) SUMiF&! AVAIUBLE FFUX FDA 

DEvIcE:Kl.JRAB~ Lc#zIMLANr,mELm 
SEiDECISICNMADE:1O-JLL-2000 
510(k) fsUbMFU Am FRX FDA 
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sMrIH&Wrn. 
RrcN:ALIcJA FAEw=E 
2925 A??PLnm RD. 
E?zsamT,m38133 

tt24rIH6(-ENr. 
zYrIN:ALIc!IA l?Tc?mE 
2925 APPLING RD. 
BFQumlT,m38l33 

SMITH&WENT. 
ATIN:GREE SREDIN 
2925 AmLIE RD. 
-, TN 38133 

sMrm&NEpHEwENr. 
ATIN:ALIcIA FARraE 
2925 APPLIK RD. 
B?iKnmT, TN 38133 

f?4JmI&NEpHEwENT. 
Rl?I!N:JEFFREywacBB 
2925 AFPLIIG RD. 
BAmLExT,m38133 

EiMmi&-,INc. 
ATm:DAvlD HENLEY 
1450 E. BRXXS RXD 
-, Tti 38116 

sMrIH&B,m. 
ATIWJANET JJ.xmmGREEN 
1450E. BFxXKSFUXD 
MEMPHIS, m 38116 

sMITH&NEpHEw,INc. 
ATIN: JANIE H?llsELm 
16oDI!lxn5RD. 
z$NmJER,mol81o 

510(k) Ex3: K994084 
FWNENO: 978-749-1494 

510(k) NJ: K994143 sMrIH&NEpHExJ,INc. 
MuL-(-)-m-l 

ATIN:DAvID HENLEY FTfmEm: 901-399-6487 
1450 E. BttQXS IMAD 
?@itm-m, TN 38116 

510(k) ND: KOO2021 
PHSNE No : 901-373-0200 

510(k) ND: KCQ2378 
Fi-zm No : 901-373-0200 

510(k) m RX2464 
pH3NE I93 : 901-373-0200 

510(k) PllD: KOD2702 
PJXNE KI : 901-373-0200 

510(k) In KO02737 
PEKNEi ND : 901-373-0200 

510(k) m KC03214 
Pi-Km m : 901-373-0200 

510(k) NX K991162 
PENEND: 901-396-2121 

510(k) m It992220 
PJ.YKm ND : 901-396-2121 

DEVICF,:~ !lLFmmL~sYsrEM-#l2BLADE 
SEDEC!ISICNMADE:2&AtG2OOO 
510(k) SUMAH AVAZABXE FTU4 FDA 

DEvIciE:~~ANDANDmELlTBD 
SBDECISIONMhDE:29-Au3-2ooO 
510(k) SUWARY AVAIIAEU FRX ?XXi 

DEVICE:SiMITH&-~-pcwp 
SE DECISICN MADE: 29-AX&2ooO 
510(k) SUMWRY AVAIIABU FXM FI)I\ 

DEVICEk- DRAPE,K3DELTBD 
SBDEXXSI~MADE: 26-0CT-2000 
510(k) SUWARY AWILABLE FXM FDA 

DEVICX:MM¶i&NEFBEWKRPS&ltXPS 
SEDJXISICNMADE:XhCCl'-2000 
510(k) SUMAFU ASMLABUZ FRX J?DA 

DEVICE:MI!IH&NEEFEMPISNX?S 
SE DFCISICNMADE: 31-OCl!-2000 
510(k) fiXMARY AWILABLE JTlXN FZIA 

DEVICZ:BIOILX ALUMINA-c-HEAD 
SEDECISICNMADE: 28-JAN-2000 
510(k) SUMAFtY AVAIMBLE FRX FDA 

DEvIa%FmIAT.4BEmPIuxmEs1s 
SEDEiCISIoNMADE: 25-FEB-2000 
510(k) CXMMFtY Am FRX FDA 

DEVICE:MITH&NfZI3EWx.l2IKNLI~-AND- 
SElDECISICNM4DE: 20-JAN-2000 
510(k) +SLWARY AVAILABU FFCM FDA 

SEDECISI~WE: 18-FEE-2000 
510(k) +SUWARY AVAILXXE ITRX FDA 
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SMITH&-,INc. 510(k) f33: K994202 
M-SmANDSPIKED-SYSTEM 
A!lTN:NI- aIalmas 
I.30 FCBRBES BLVD. 
IdxsFmm,mo2048 

sMrrH&NEpHEw,INc. 
ATIWNJiWaDEPIJNXH 
1450 E. EQTXW I 
m%ms, m 38116 

sMIM&NEpHEw,INc. 
ATIN:- - 
16ODAfxmBm. 
ANIxm& &fA 01810 

s2.¶rIH&.W, INC. 
A!rl!N:ALIcIA l?iwxE 
2925 APPLIm IMAD 
E!Jwamr,m38l33 

sMIM&NEpHEw,INc. 
ATm:NI- ocIM)AI(Es 
l3os!aEQ3sBL~. 
&¶wSFmD,MAo2048 

sMIlM&NEPHEw,INc. 
XClN:EHABMEslGiIL 
1450 E. EWCEZS lXiAD 
mt@ms, m 38116 

91I1H&-,m. 
ATIN:MARK KItERAs 
160 LlAslmB RD. 
zwcwm, m 01810 

sMITH&-,INc. 
A!rCNzAIXIAEFNWE 
2925 APETJX EMAD 
E!isamT,l!N383.33 

sMITH&NEPHEw,INc. 
ATlN:NI- crNDAms 
130 lxLmEs BLVD. 
-, M&o2048 

PEDJEND: 508-261-3770 

510(k) In K994350 
EFKEJENO: 901-399-5363 

510(k) ND: K994365 
pI33NE Px3 : 978-749-1495 

510(k) No: KWO533 
Fl=mE ND : 901-373-0279 

510(k) m KWO717 
FKNENO: 508-261-3770 

510(k) Ix): I(001160 
Pi-mE m : 901-396-2121 

510(k) m XXX226 
FCNE m : 978-749-1000 

510(k) mz KOO1466 
Fzxxa No : 901-373-0279 

510(k) m Koo1507 
l?i-DENO: 508-261-3770 

SEDECISIoNM?iDE:25-lXl3-2ooO 
510(k) StW!ARY AVAILAWZ FFCBl RXi 

DEVICE: NEERIIITWlXL~ERSYST@f 
SEDECISI~MADE: 23-MAY-2000 
510(k) SUMMFU Am FlXM Fz3A 

DEXtC3Z:DYoNICS~E 
SE: DEcIsIcBv MADE: 13-m%2ooO 
510(k) SLBMRY AVAILAKB F'RX lFp]A 

DEvIcE:voaIMIMPLANr-8MM 
sEDEY.xs1mMADE: o&MAR-2ooo 
510(k) STJhMRY AVAILXW FFCM l?DA 

DEWICX:SWTH&~-, mEL 7207321 
SEDEcIsIm MADE: 3a-MAR-2000 
510(k) SUbWiRY AVAITXEE FRX iWi 

DEVICE:vHtsABoND~~ 
sEDFC!ISIcNM?iDE: l.l-DEYZ--2000 
510(k) eSUMNBY AVAILXRZ FRX FIIA 

DEXIU3:ShCM!H+NEpHEwRF z4RmEaaPIC w7mD L5xa!m 
SEDECISIckJMADE: 26-JUN-2000 
510(k) SUMARY AVAIIAEU FRX FWi 

DEVIU?,:KUB-iSlLI~SY~ 
SElDECISICNMADE: 26-JUL.-2000 
510(k) f?mNARY Am FFa.f FDA 

DEVICE:MIO~~IN- 
S!3DECISICNh?ADE: 14-.JUN-2000 
510(k) SUbNARY Am = FDA 
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sMI?H&-,INc. 
ATINzDENETRIm TSANXAS 
16ODASamBm. 
-, MA 01810 

SMITH&f-,INc. 
KNEEsYm 

A!rImKIMPKEcLY 
1450E. -IMAD 
MEMPHIS, TN 38116 

sMMH&NEpHEw,INc. 
ATIN:DAvID HENLEX 
1450E. BECOKSFCAD 
MEMPHIS, 'IN 38116 

SMITH&B.INc. m:DAID HizNLEx 
1450 E. -, ?tz%E? 

sMvAt+fmIcA 
AIw:FRANooIS IumlE 
8380-RD. 
lewnxam,oH44087 

SMvAMERIm 
ATI!N:LcsaaE MIXON 
838ODAFtRMRD. 
lxcmsm$m440!37 

SNAP s, L.L.C. 
JSITN: GIL RAV?Y 
3633WSTLWEAVE.,SUITE406 
GLENvIW,IL~OO~~ 

sioFAMxDANEKusA,INc. 
AlIlmRIa-lARDW~ 
18OOPYPAMID~ 
MEMPHIS, 'IN 38132 

mm DANEK usA,INc. 
m:RImwm 
18OOPYFtAMDPLAGX 
MFMPHIS, TN38132 

510(k) ND: KOO2261 
PJXNEbD: 508-261-3775 

510(k) m: KOO2740 

F%-Kmm: 901-399-6566 

510(k) ND: Koo2747 
pi=mlEi rm : 901-396-2121 

510(k) Iwz KC02996 
n-Kxmm:901-399-6487 

510(k) No: KOOl681 
PIXNEIW: 330-425-1340 

510(k) plx3: KO02553 
FwmEiN3:330-425-1340 

510(k) 1uD: K992322 
zFKmEm:847-657-8100 

510(k) ND: K984360 
pIsINE ND : 901-396-3133 

510(k) m K991031 
PHONE Ia : 901-396-3133 

DEVICE: MR-III 
SEDEYXSICNMADE: 23-OClh2000 
510(k) StRM?RY AX4ILWLE FFCM XXi 

DEVICX:TIEiIAL&P~B FmmPmETx&GENEsIsIInnaL 

SJZDM=IcSIoNFADE: 3O-NCG2000 
510(k) SUNGBY AVAILFBU FI7(3M lF13A 

'DEVIC!E:REFLECXCNClXSS-=UHMWPEBB 
sEDEZLSICNMADE:15-DEX.!-2OOO 
510(k) SWdAFtY AX4IUWX ?ZCM = 

DEVIC!F,:SYNERXHA~powxTsFEM%w,~ 
SEDECISIONMRDE: ll-DFG2000 
510(k) SW+lAFX Am FRX FDA 

DEVICE:RH!WCEDU&~EPEl'/CTCWXXGYS!BTQ4 
SEiDEiC!ISICNMADE:25-AW&2ooO 
510(k) SWFAFtY AVAXAXtE FRX4 FDA 

DEVICE:IlslXI-SERIES 
sEDECISICNMADE:15-SEE'-2000 
510(k) fXBW#RY AVAILAEU FRZd RX 

DEVICZSNAPM3DEL5 
SE DECISION MADE: 02-F'EB-2000 
510(k) SUWAFU AvAILABLe J?RX EDA 

DEVICEi:~IISP~SYSTEM 
SEDECISIONMADE: 3O-MAR-2000 
510(k) SUtMGtY AVAIIXZX F'XM FDA 

DEVICE:~IISPINALSYSlEbl 
SEDEXXSIoNMADE:1O-MAY-2000 
510(k) SiM%RY AVAXARTZ FRX FDA 



/. 
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sKIFIr- TEXAS, INC. 510(k) ND: KOO2991 
ATrNzFoYMARrIN =m:8%-462-8878 
5424 RUFE SMM DR., #102 
raxt'HRI-HILI;s, TX76180 

-cs m. 
ZQIWKNALDAWIDMAN 
1653 EAST MAPLE RD. 
TlaY,MI48083-4208 

510(k) In KOOl842 
ExNEIa:248-689-3050 

scMNusMED1cAL TEcHNcBIx;IEs, It%?. 510(k) m KC00501 
xTNzSIEVJiNJ0JAT-A FFDIENO: 408-617-3434 
285 IKRItim RD. 
-, CA94086 

sxNu!sMEDIaiL TXHDLDS~, INC. 510(k) W KWO720 
AHLE-~ 
ZsI'lNSmVENJQTATA lwNEND:408-617-3434 
285 IKRLH!IDLFE RD. 
-, ca94086 

ScNNuSMEDIcAL TDXCECGIES, m. 510(k) ND: XXX438 
A!lTm SIEVENJWAIA,PH.D l?HwE~:408-617-3434 
285 Nc%IM W3LFE RD. 
-, cl94086 

510(k) ND: K994385 
p143NE K) : 303682-5871 

sfIN2sITE,INc. 
A!tTNzMIC%l?iELAHP!d!AN 
21919 3OIf-l DRIVE SE 
BolEEm, WA 98021-3904 

510(k) Io KM)3399 
PHXEIW: 425-951-1297 

scRTcNIs1ONacwp. 510(k) n K993092 
ATlxPziuL SCHNEIDER FiXBlEND: 561-63&7108 
377 F5za.93 17 tixu3.H 
SUITE204 
I-gvnaaHEI~,NJO7604 

SaxLD~o.,Lm. 510(k) BKh KMMO4 
Xl?IWcyNTHIAJNaLTE pIznN3 ND : 919-859-4207 
49 Ffr.AIN l5YlREm 
KZEH xrrmES0, MA 02760 

DEVICEi:ZAPDUALCXJRIFGLI~ 
SEDECISICNZGDE: 28-W-2000 
510(k) m 

DEVICE:ADULT/F'HXXRICCEWN%QxIMGIw, mELm 5100 
SEiDECISICNMADE:15-SEF-2ooO 
510(k) SOMMWY AVAILAXE FBX FDA 

DEvIcx:~I~~~~ Sl 
SE DECISICN WE: 17-M?G?-2000 
510(k) SLWARY AWILABLE FfXN BDA 

SEDEXlSICNM?iDE: 3O-MhY-2000 
510(k) SUMMARY AVAIMBLZ FRX EDA 

DEvIc.z:sxNusbsxxL52~1~~ 
sEDExxsIcNMADE:16-MAY-2000 
510(k) SUMARY AWULlBLE FXM FDA 

DEVICl?,:~J?ACE 
SEDFCISICNMhDE:16+AR-2000 

510(k) SOMARY AVAIIABLE = FDA 

DEVICE: SaexxsITE - UL- SYsrEM 
SEDFXISICNMADE:16-MYV-2ooO 
510(k) a%BWARY AVAIIAEU FXM FDA 

510(k) m 

DEVICE:DANADlMJXX@a 
SEDECISICNM?tDE:14-AWZ-2m 
510(k) SO&NARY Am FFXM EDA 



sopHysAsA 
ATIwJpLlQeTELINEl.f?ssE 
70 w.!aNm ltzmmr 
WELuxuY,MA02481 

SOPRANE S.A. 
ATlN:I-EXARDM~IN 
555 m ST., N.W. 
wAixmmm, Dc20004-1109 

xxaNSatMED1cALm. 
oML.2OOOMLl.3OOOML 
ATIN: R. DcKEiAsm 
l375WEsr8040 SOVM 
WI?srJcmAN,m~20 

txx?ExmMEDIcaLINc. 
KI'IN:R.lXUXAS JAaB 
l375WEsr80408040 
WEST-,m8408&8320 

scnRmma MEOIc!AL, L.L.C. 
ATlN:DAVlDTSIEF@CKI 
295 E. LIES RD. 
czIAmLsIIRFpIM, IL60188 

SP~MEDI~,INc. 
ATI!N:N?oEY GJmfaAR 
15220 IKXlM EA9 4OI'H ST. 
P.O. Em 97013 
l?EDbmD, WA 98052 

510(k) m: K992465 
FlSJNEi~: 781-239-8108 

510(k) m: R992655 
PI-KNEiND: 202-637-5813 

510(k) No: KCKX422 
Ff-KBENO: 33 491 270727 

510(k) m ~000423 
PI-KNFiNO: 33 491 270727 

510(k) 1\10: KOOO424 
EBINENO: 33 491 270727 

510(k) NJ: KC01287 

PiK.NE ND : 801-352-1888 

510(k) m: KLx)2434 
pH%IE m : 801-352-1888 

510(k) Kx X991881 
PI-ENEiNO: 630-933-7610 

510(k) ND: K992749 
pE33NEEx): 425-867-7315 

DEVICE:SCXBYSU8 PREsstTRE-%4LvE 
SE DECISICN ME: 21-SEP-2000 
510(k) SUMARY Am FKM FDA 

DEVICE: m KIT FH l.29/Fx) l-40 
SEDEcISI(XMADE: u-MAR-2000 
510(k) StRMARY AVAILAEU FKM FDA 

DEVI-: S57D DIGITAL -m- 
SE DECISION MADE: 31-mR-2000 

510(k) SUMARY AVAIL?hX J?KM KIA 

DEVICE: S52DDIGITALVIDMLAPAFKBUXE 
SE DEYZISICBJ MADE: 31-MAF-2000 

510(k) w AUAILAKE FKM ??DA 

DEVICE:S5lDDIGMAL~CAMERA 
SE DECISION M?iDE: 31-MAR-2000 

510(k) SUMFX AVAIIAPU FRX m 

DEVICE:EHFTY RESERWIRl?SG, 5OML,1OOpIL,25OML,5OOML, UOOMML,150 

SEDFCISICNMADE: 09-JUN-2000 
510(k) .%%mMEm 

DEXtCE:PAUfEQlP 
SF,DF%XSIoNMADE:23-AUZ-2000 
510(k) fimmBmC 

DEVICF,: l.25-IMECANC SEEDS, mm sIMl250 
SF,DECISICNMADE:16-M?iR-2000 
510(k) e%rwBBm 

510(k) SUM4RY AVUAFiUZ FKM FDA 
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16-JAN-2G~~~ 
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SPARrAN-: 510(k) 1uD: KOO2521 DEVIC.E:SPAKDWMI'S 
ATlNzAUXIEEXLEi PHxEm:314-343-8300 SEDECISICNMADE:13-bK%2OOO 
1663 ~B~SINESSPARKCX'. 
FEN!tm,MZ163026 

510(k) ZXM!ARY AVAILAXE F'FXX FDA 

SPmuL-cs INC. 510(k) FXX x002753 DEvIm: - A-10 
mAU30EEWLEi PHIEm: 314-343-8300 SEiDEZISICNMADE:O4-D~2000 
1663 F~XNB~SI~SSPARK~~. 
FJZNIW,m63026 

510(k) SDM5N.Y Am FIX&f mA 

-m 
ATIN:FaBEKr PJEEm 
1325 - DRIVE 
FR3E RXAL, VA 22630 

510(k) m KOO3079 DEWICE:SPEtX?%TYTlNI'XFl!~~ 
PSENE 1\x) : 540-636-7976 SEtDEcISIoNMADE: 21-m%2Oco 

510(k) a%WR%X 

SpEcIATmuLTRA~sIm, lx. 510(k) i'+Oz K992787 DEVKE: EpIrn (Mm A) RIGIDGAS -mLENsm 
YWERR 
ATmzIvAT.EEIocrHEN pH13NENo: 408-341-0700 SEiDECISICNMADE: 02-FJZB-2000 
307 cEamD CITY DRIVE 
SUITE 100 510(k) SUMMY Am FRX ZDA 
-, CA95008 

tspEcmLTYuLmvISI~,INc. 
FmDAILYwEz3R 

510(k) m K993580 

ATIN:RI~ LrcPFmN FKNEm: 408-341-0700 SEDlXISICNMADE:O2-FEB-2000 
307c%#)IARDcITYDRIvE 
SUITE loo 
aMPBELL, ca95008 

510(k) iSWMRY Am mX JYDA 

ifmiaALTYuLTRAvISIrn, INZ. 510(k) hx): KOOO376 DEVICE: SPECIALTY42 9BEFXXNA)mXfXBIUC ClX?IWTLENSmDAILYW 
E7&SPEZUWYT-42XXIC(BEFILXNA)JrlYD~C~ 
AIw:GARxDLFJx?Ams PfxNElNo: 408-341-0700 SEDECISICNMADE: 21-MZJR-2ooO 
307oRamRDcMYDR. 
cl4QBEm, CR95008 

510(k) SOMQRY AVAIIABU FXUf FDA 

SpEcsusA, INC. 
ATIm!n-3m&sPMiaKuS 
635 SOVM CXAWE AVE. 
aTFWEO& FL 34236 

510(k) m: x993027 DEVICZ:EsKAMXXlLAR HIPSY~ 
H%%IE NJ : 941-362-4877 sEDECIS1CNMDE:06-APR-2000 

510(k) SWWW AVAILABU F'RX FDA 

SPECIRX, INC. 510(k) NJ: K994438 DEVICE:BILICHJiKMX-INVAS~BILIRUBINANALYm 
ATINzJiWESRVEATZ l?fxmm:50&643-0434 SEiDEiCISIcNMADE:O4-FEB2OOO 
49 PI?aN l5nwmr 
NcRlX -, MA 02760 

510(k) SUMARY AVAIMBLE F!lQf l?DA 

SPENCER-m 
ATlN:Km wILz;uIMs 
701 16TH AVE. 
ttzKIT& M 98122 

510(k) m: KO02533 DEvIcE:~1OON,mx3TFwmuam 
PKNE ND : 206-329-7220 SEDECISICNMADE: 30-AU&2000 

510(k) SUbWRY AWiILAEU F'F&M FDA 
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SPIINAL -, INC. 
ATIRDAVlDMID3PER 
32ol2-BLm., #loo 
AU!TMN, TX 78727 

SPm -a?s, LK 
ATI!N:Imi Rua 
785OSIWZKULSRL~. 
SUITE 105 
EiwcLmT,TN38l33 

sPIN?iLI~, INC. 
ATlWT.AUX 
1620 ATBUTBX DRIVE 
tmrrE7 
KEM\TEsAw, GA 30152 

sPnm,LIx: 510(k) hlD: KOO2371 
IsrIN:paMEIA SNYDER PHxlENo: 651-351-1011 
1815 -AVE. 
timmWBR,MN55082 

SP-, INC. 
A!il.NzDANIELJMWELLI 
2OmM.LcnREzcINW 
#7co 
iasamu?,Dc20036 

SP-, INC. 
A!rWDANIELJMANELLI 

RcnXULE,MD20852 

SFsMEDIcALSYSTms,INc. 
TIrMmzr~-sEL\IsoR 
m:LEE BFmY 
14950 N.E. 95TL-I ST. 
Rt3lbm0, WA 98052 

510(k) m I(M32082 
FFDNEINO: 512-918-2700 

510(k) No: KM32069 
Pi-KNEI1x): 901-373-8855 

510(k) ND: KOOl476 
FJXNENO: 770-420-2333 

510(k) ND: K992404 
l?HXE ND : 202-261-loo0 

510(k) N3: K992819 
PfKNEl m : 202-261-loo0 

510(k) m: x003087 

FiXNEND: 301-231-7700 

510(k) m KO02834 

J?tKNE ND : 781-229-1500 

DEVICE:SPEEDLINKTRANSVERSE~ 
SEDECISICXMADE: 06-CXX-2000 
510(k) fXW!ARY AVAIL?GU FRC&l BDA 

DEVICE:ASCENDSPIN7iLFIXATICNS!f~ 
SEDEXXSICNMADE: 05--CCl'-2ooO 

510(k) SUWAUY AVAILABLE FRX FDA 

DEVICE:TCR&Ei -,mEL8500 
SEDECISICNbBDE: 04-AUG-2000 

510(k) STATEMENT 

DEVICE:KGEMRUM ANrERIm SPINAL ETcxATrm SYm 
SEiDECIS1CNM?iDE:15-SEP-2000 
510(k) SUMRY AVAIMKLE FRX EDA 

DEvIcE:TmmND 
SEDEcxSImMADE:~2000 

510(k) SUMMCi AVAILMLE FX.M FDA 

DEVIC33:W?lNDPLDS 
SE DECISICN MADE: l&MM-2000 

510(k) SUWARY AVAIIABL F'RX FDA 

DEVICE:~IF‘ICBMCN'x)S!XXICIDIN SCERILIZINZANDDIS~~ 

SEDECISICNMADE: 07-NW-2OC0 
510(k) SWGRY AVAX?BCE FRX FDA 

DEVICE:SRSWXXNALEbG/STIMWXM~ ~sENsoRSRSANAL~/S 

SE DECISICN MADE: 29-NW-2000 
510(k) f!xWmmC 
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SSLZMEEtIcXS, INC. (R'WZNlT~IWlO(k)~: KDoo421 
ZYITNzmmLm F'JXNE PD : 334-702-2212 
3585WXNEENXDRIVE 
bKixaas, GA 30092-9214 

sr..GEkxGETEcHEFQTIx;,m. 
ATnJ:- - 

510(k) No: K992i76 
PI-DIE Nl : 910-397-0781 

P.O. B(1x 1586 
YCRK, PA17405 

sT.JUDEMEDIC?G,INc. 
ATm:wILLIAM MlxELvEy 

510(k) m KWO119 
m m : 651-415-7029 

CNELILUZEIXAZA 
SC. PAUL‘ MN 55117 

ST~JUDEMEDIcp;L,INc. 
ATnkPAuLcnRNELIsoN 
149OlDEVEAUPLWE 
MRwxNKA,m55345 

510(k) m xDo1346 
lBXf3EED: 612-933-4700 

ST.JuDFIMmIcaL,INc!. 
ATm:PAuL ca?mLaIm 
14901DEmAuPLAa 
MIraamm,MN55345 

510(k) f?Jz xoOl.367 
FTDEN3: 612-933-4700 

Sl?.JUDEMEDICAL 510(k) m: KO02976 
~,~4OlXXXAND4OlXXX 

ATIN: DEAN BRuBN4m?2 Pi-DNE m : 612-9334700 
14901DEvEAuPL?m 
MIrwxmA,m55345 

-, INC. 
ATIN:= m 
1100 BIRD CENTER DR. 
F'ALM Z?PRlXS, Cl 92262 

510(k) m KOOO605 
Pi-KW N3 : 760-778-7255 

-, INC. 
ATIN:m GVMEKREZ 
1100 BIRD CENTETt DR. 
PAT.M SPRINS, CA 92262 

510(k) tax KCXm82 
l%KIE N3 : 760-778-7255 

-SE, INC. 
AT.I!N:m -z 
1100 BIRD CENTER DR. 
PAM SPRINGS, Ca 92262 

510(k) m: KOO3194 
pHIlNE ND : 760-778-7255 

DEVICE: BIOZELNExXEiX II Fcalnm-~rn~~'S~ 
SEDECISICNMADE:14-AUG2ooO 
510(k) sbmmM%C 

DEVICE:EXCELULTRA-HI l?XWIAI%CXTWDmBAsEm 
SEDEXXSICNMADE: lO--2000 
510(k) fTMmm~! 

DEma3:sJM~ANNuLo~~,~‘I1ARN 
SE DEZISICN MADE: 17-FEB-2000 
510(k) ,StMGKY AVAILABU FFtX FOA 

DEVICE: UL- -1s IMIRcwc&,mEL407m 
SEDECISICNM?JDE: 24-MW-2ooO 
510(k) SUbWARY AVAIUBIE FRX FDA 

D.EvIcE:EAsT-caM18F~Is 
SE DECISICN MADE: 31-hi?U-2000 

v, mEL 406xXx 

510(k) SUbmARY Am FFCM l!DA 

DEvIcm REsEmsE ELEcTFoPBYSI~~, supwEMEms1m 

SEDEXTSICNMADE: 22-DEG2000 
510(k) SOWARY Am F?KM FDA 

DEVKE: SINXHXELFsJS~,~ELSA-7OO/F 
SEDECISICNMADE: 17-Am-2ooO 
510(k) SOMARY AWUIABLE FFxX mA 

DEVICE:SlXXl-WSESMXE~, 
sEDECISICN~E:15-JUN-2ooO 

MmELssr-3w0, ST3100 

510(k) SUWW Am FRX FDA 

DEVICE: ~LmSXXD,NaXLSA-7oO/Fs 
SEDECtSICNZ&4DE:26-OCl'-2ooO 
510(k) srzsmmw 
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k5?lmmm lIb!&xm, INC. 
vS1OOOIcNcHAMSER 
maluoDLE 
7601MJREWDRIVE 
MIDD-, WI 53562-2766 

fi?umam Il.fPGm, INC. 
ATIN:- RIDDIE 
76OlMURPHYDRIVE 
MIDD-, WI 53562-2766 

sI!4RIm- 
m:BRIAN GRIGSBY 
20665 4'IFIST. 
s9ARmxA, CT3 95070 

tziTARIm- 
ATm:BEuAN GRIGSBY 
20665 4!lHST. 
m, CA 95070 

+!n.nRIrnB 
xrrN:BRIAN GRI(zsBY 
206654!WST. 
-, ai 95070 

STARra- 
ATIWBRIAN GRIGSBY 
20665 4'JFIsT. 
sam!KxA, cl 95070 

SrARIam 
AlrImBRIAN GRIGSBY 
20665 4THST. 
m, cn 95070 

!..xmRIm- 
ATrNzmIAN GRIGSBY 
20665 4'XiS!'l'. 
6!l%waa, a4 95070 

510(k) m: KOO1825 

Ff33lEIW: 608-831-0025 

510(k) PllD: KM2833 
FFKZNEFD: 60%831-0025 

510(k) m K9916l3 
PKNEND: 543 514 240051 

510(k) NJ: K994019 
pI-xm?l Iv3 : 408-741-8773 

510(k) m: KOOO250 
Pi-Km3 I93 : 408-741-8773 

510(k) Ex): m296 
H.33IE XKI : 408-741-8773 

510(k) W: m93 
PHJNE No : 408-741-8773 

510(k) m: ml262 
PHBNE No : 408-741-8773 

510(k) WJ: KOOl.273 
PENEND: 408-741-8773 

DEVICX:f3lWMRD~~HDRl~PLUSIoN~; i?inwmawmr 

sEDECISICNMADE:O2-ALKZ-2000 
510(k) f+XMaRY AVAIIXUZ FXM BDA 

DEVICE:MXIIFICZUXN~~ ~~pT1OOOICN- 
SEDEXXSI~MADE: 28-SEZ'-2000 
510(k) SUMGRY AVAILAEU FRX EDA 

DEVICE: SW UL-, mm 331, 3l.l, 333 
sEDECISICNMADE:O8-DM'r2OOO 
510(k) tSUM@RY Am FXM FM 

DEVICE:CNXEEZCTMPER/DI~ 
sEDECISICNMADE:2O-JAN-2ooO 
510(k) StRMiRY AVAIGBB FFXN FDA 

DEVIC33:~~~FDcrrswITM 
SE DECISION MADE: 07-MAR-2ooO 
510(k) ,suN-MY AVAIIXW m l%A 

DEvIcE:mm-m 
SE DECISION FADE: 07-MAR-2000 
ilO iam?W AVXUAECE-FDA 

DEVICE: AC ---UNIT 
sEDECISICNMADE: U-JUN-2000 
510(k) SUMMARY Am Fi0f FDA 

DEVIC.E:TWlWALcAUIEEU~ 
SEDEms1cNmDJz:14-JuN-2Om 
510(k) ,SUMARY AVAIUBLE IX&f FDA 

DEvIcm L?xnRIm Bmp0INr-m 
SFaDECISICW~E:14-JUN-2OC0 
510(k) SUhWARY AVAILXUZ FFCB¶ FDA 



. 

suE?Emm~REssLI~EcRcDRH~~ t=) 510(K) - Ow 510(K) - 
FOR??IN&DEC!ISICX?SREND~DUFUX'IHEPEBI~01JAN-2000 !FdxmH31-D~2000 

s119RIoNB 
?fITN:BluAN GRIGSBY 
20665 4MST. 
fsJ%ama, CA 95070 

510(k) mz KO02547 
pEENE1x): 408-741-8773 

s!mMEG., INC. 
A!rIN:JIM - 
1063TuRNPmST. 
P.O. EOX 420 
-, MA 02072 

510(k) ND: 
FT33Em: 301-594-3090 

smm., INC. 
ATm:-M- 
1063TuFwPmST. 
P.0. BCX 420 
,$xmmW, MA 02072 

510(k) ND: KOO3169 
PI-KXEID: 781-828-44W 

SIIE~IS-m MFmzINI510Ik~ hx3: 
ATIlN:JIM DOYLE FJEniE’m : 

KOaMll 
603-627-9899 

24EASIMNAVELC5 
BlaEcRD, NH 03110 

SIELXAST 03. 
zsITN:DCMyCDASfEVESX 
800vINIALfmEm,m~210 
PD,PAl5212 

- 00. 
A!rINzDCNAIDASTEWNS 
800 l7lINIw ST. #210 
PlYXBDXH, PA 15212 

- 00. 
ATlNzlXNALDASTEVEW 
800 VINrAL SIT. #210 
p~!mmmCH, PA 15212 

SlELKAsT co. 
ATINzDCNATBASTEVENS 
800 VINIATJ ST. 
SUITE B-210 
PMTSEmXZ, PA 15212 

- 03. 
~DaMliLDASTEWENS 
800 VINIAL ST. #210 
pm, PA 15212 

510(k) N% KOOo113 
PKNEIW: 412-322-8280 

510(k) No: IT001745 
Fi33EiN3: 4X2-322-8280 

510(k) ND: KOO1984 
EKNFiN3: 412-322-8280 

510(k) 1x3: : KM32281 
EXBEtD: 412-322-8280 

510(k) ND: KO02796 
FXtWIKJ: 412-322-8280 

DEVIC?Z:S'AMCN -mmI.Nr cAIRtERyGXVWER/D~ 
SEDECISICNMADE:2o-ocT-2000 
510(k) SLWAW AWUIAEU FRX ZDA 

DEVICE: sucllIoN--AND --SYSTEM 
SE DECISICX'? MADE: 07-MRR-2ooO 

510(k) StJMMY AXVIABLE FIILM ZDA 

DEvIc+E~cLI=GuKEDM~ 
SEDECISICNMADE: 08-DEG2000 

510(k) SLNARY AVAIIWU ?TFCM EDA 

DEWICX:cHILIVIDEQC?-lILIVIDEtXRO 
sEDECISI~~:14-ApR-2~ 
510(k) SLRMARY AVAIUBLE FRX FDA 

DEVICE:PFWENIUWESYSTEM 
SEDECISICNMADE: 04-AE'R-2000 
510(k) sm!tmEm 

DEVICE:PRXENYFWGEDCXXR~~~ 
SE DECISION MADE: 27sEp-2000 
510(k) sI!WEmW 

DEVICZ:sllELKAsTpfilxlENNSYS'I!EM 
SE DEXXSICN MADE: 17-AU+2ooO 

510(k) SmEWENT 

DEXICXzMXXFICATICN~PRXIDEI'?l?~~~ 
SEDECISICNMADE:28-SEP-2m 
510(k) CmGB¶EW 
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- 03. 
ATJXLWATDASTEVENS 
800 VINIAL ST. #210 
Pl?msmGH, PA 15212 

510(k) NJz KO03447 
pH3NE KI : 412-322-8280 

DFZICTF,:PlWIRXTPRESSFITHIPsCTCEM 
SEDECISICN&!ADE:15-DEC-2000 
510(k) iscmmma 

-mm. 510(k) m: K994173 
c-Emmm& Mx3EL 1025A-230 

fikE-Y&X 
1346iCRDEPJJX DR. 

J?fKNE ND : 408-331-3000 

-, CA94089 

DEVICZ~RADI~ V,WDEL 1025A-115, ,TrELWU 

SE~DECISICNMADE:~OT.IAN-2000 
510(k) SLJMARY A?NIAPLE ERX FDA 

mm. 
ATIN:- DFsIcK 
596OHEISELlYRD. 
-,m44060 

510(k) m: K983068 
FTfDNFlm: 440-354-2600 

DEVICX:RELIMCEFAMlLYOFWiSBEWDIS~ 
SEDECISICNMADE: 31-Mlly-2ooO 
510(k) ZXRMARY AWLUABU FkCM FDA 

SIIERIS ax-P. 
A!Jx!N:l?rmsmD UFsIcK 
596OBEaExxRD. 
-,cH44060 

510(k) IW: -77 
PIiCNEN3: 440-392-7016 

DEVICE:STEZISAMSCC)MZTXWLMSl!EAMLTBiWLI~ 
SEDECISICNM?iDE:17-MAR-2000 
510(k) SlR@l?W AUAIIAXE FIXM = 

stmwm! ~KDUCB M!X. CD., INC. 510(k) m -502 
ATxN:LINoA NELSCN pE#3lE No : 3034604201 
599mPEKAwAY 
SUITE 700 
cziwlmFux!K, 0380104 

DEvIcE:caTEA@m~cAIID,m~cIl21 
SEDEXISICNMADE: 14~MhR-2000 

510(k) szXlm@m 

-a, INC. 510(k) ND: KOOl444 
FUUUR, p43DEL BI 103 
mLINDAm PmNEm:303-6a-4201 
599ToPEmwAY,SurrE700 
c74slLE Fax, co 80104 

SEDECISIONMADE:15-&!X-2008 
510(k) SJWEMWT 

-w, INC. 510(k) Nb: XXX649 
ATIWLINOA NELEN pE93NENO: 303-660-4201 
599mPEKAw,SmTE700 
(I7caLE Fax, co 80104 

DEVICE: - AuToxA~TApEs,mELcIl.22&al234 
SEDECISICNMDE:23dUN-2m 
510(k) SmmNmJ! 

mm, INC. 510(k) bn KW2861 
ATTN:LrNoA NELsm EKIN?Z NO : 303-660-4201 
599!7ioFmAwAY,suITE700 
czIrccm=, m80104 

DEVIC.%:WG.?!StZEEULJZA!CICN~ INDI(CZXIGR?TApEs,MJDELCIl24 
SEDECISICNMADE: 29-IWV-2000 
510(k) fXM!Emm 

sIERITM:w, INC. 510(k) No: K003002 DEVICE:SIEFULIZ?CICNPIUXESS INDI~~mELcIll2&cIl23 
ATm:LINDA NELsm FTENE I+3 : 303-660-4201 SBDEC!ISICNMADE:OE!-DEG2~ 
599lwEKA~,SuITE700 510(k) SmEWENT 
c74sILEm, m80104 
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b!immmGMEDmm, INC. 
ATlmJoELlxImLx 
lSQETWDAlEFCYiDs(xRH 
I+zmPm, MN 55391 

- I4axsmnms, INC. 
ATlN:JaiL lxxxLAs 
lSOFEF?NWUFUXDSClTJ.H 
wm, MN 55391 

l8OFERNlXEIMADsarm: 
WAY-, MN 55391 

t5?imamMEDmsI;, INC. 
ATIN:JwEL IxxJxx3 
18OFEDDATXlXRDt5ZVlH 
hTmATA, MN 55391 

t+i!lmLm, INC. 
XCTIQJCX-INRIUJLI; 
6oL7iKFsIDEBLm.~ 
w?mmEmY,(;T06708 

ATINzSuSANL~ 
23FPANEC~DR. 
-, MA 02703-0967 

sl!IMEmaL 
ATIN:~RZ~ 
9QSFCBlETNAVE. 
cEDmGmvE,NJ07009 

-- 
XL'IN:CXN!WIAJ.M. mTlE 
49 ETAIN t!TmEEr 
IKRIH -, MA 02760 

-DsA 
ATm:LINoA tlALlmn 
-IR FxAa3, 
16olTl?APEmIMAD 
WALm, MA 02154 

510(k) Ex): KOO2l27 
PKNEIW: 952-473-7971 

510(k) 1uD: Ix)2180 
PHXEiIuD: 650-949-0407 

510(k) m KOO2492 
EKW N3 : 650-949-0470 

510(k) m PO303283 
FHNEBD: 650-9494470 

510(k) ND: KM30941 
FFKNEN.3: 8ocM24-4749 

510(k) m KOO3007~ 
PJSXElN3: 508-226-5660 

510(k) m: K9SO951 
F%xNE Iw : 973-857-3414 

510(k) ND: KOO2118 
EKNE~: 5Oe-643-0453 

510(k) PXh IT994119 
FKNEIW: 8OO44-8168 

DEVICE:Bl5AND~O 
SE DECISION MADE: 29-DEC.-2000 
510(k) .tmmWEm 

DEVICF,:SlX!LiICl?XDlXXGWXE PENNEEDLE 
SEiDECISICNMADE:13-C#?-2000 
510(k) SUWARY AWULTBLE J%&M EDA 

DEvIc3z:sIMpLIcITymINEuS1msET 
sEDFCCSICNh!ADE: 24-0X-2000 
510(k) SU@ARY AWILTGLE F'RX FDA 

DEvlm: sIMPLIc!ITYwI?Hm IBFOSIONSET, (mmm-103) 
SEDEXXSICNMADE:J.3-DEG2000 
510(k) i5UHGRY AWULABLE FlQi lQA 

sEDECISICNM&DE: 06-AFR-2000 
510(k) tsBnmEm 

DEVIE: GALAXY 
SE DECISION MADE: 17-NX-2000 
510(k) sR+mRY AVAILAEW Fmd mA 

D?XtCE:CNEFUW 
SJ!iDEXX.SICN~E:25-JTEB-2ooO 
510(k) m 

DEVICE: ~(XMPACrSY~vERsI~2.0 
SEDliCISICNMADE: 09-AUG-2000 
510(k) SUhWARY AVAIIANE ??NM FDA 

DEVICE:SYbUXAAWXEDAEUIWmS 
SE DEXXSICN MADE: 17-M7iR-2000 

510(k) ,SU%ARY AUULAEW FYEXN FDA 
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-USA 
ATm:LINDA JALBERT 
REisEmolR pLpIc3E, 
1601TRAPEmRxD 
LWXLW!N,MAO2l.54 

sTJ@mB, m-2. 
A!rm:PAuL m 
14124 -RD. 
cBlZ4SA,NE 68145-0625 

STfiMx-, m. 
A!rm:PAuL KlxmLsm 
14124 -RD. 
cMAHA,NE 68145-0625 

STRJKKB, INC. 
ATIWPAUL KlJxmxN 
14l24l3axsmxm. 
CWWi,NE 681420625 

510(k) ND: KC02374 
PI-KBEBD: 800+&8X8 

510(k) m K994388 
FT-K%E NJ : 402-691-7465 

510(k) m KOOO076 
Pmm m : 402-333-6017 

510(k) m RIO0115 
pi-Km No : 402-691-7465 

EmmcB, INC. 
ATIWPAUL K,MTEum 
14124 IImusmxRD. 
-, NE 68145-0625 

510(k) m KOOO945 
PFKNE IKI : 402-691-7465 

o5?rmxB, INC. 
za!rm:PAuL KlxTmsa 
14124 -RD. 
CB@Bh, NE 68145-0625 

510(k) m: HXU4-43 
HIONE PD : 402-691-7458 

i5imImmcLINIa REsEARa LABmn%O(k) IWZ ~~~994021 
ATlNzJAMELSFSlWEXFR P In : x0-851-4557 
222 u4NlxJA &!Tnmm! 
W, IL 62234 

SIRYKEROCWP. 
ATnkNIm PEFJTY 
41OOE?LSTMDXAMAUENJE! 
-, MI 49001-6197 

510(k) m K993239 
PIElNE Ml : 6X-323-7700 

STRYKERm. 
ATm:NIa.lLFl F%TrY 
410OE?iS!TMILHAMAVENUX 
-, MI 49001-6197 

510(k) BFJz KO02732 
PI-Km ID : 616-323-7700 

DEVIC.E:ITIDE%TAL IMmplNTsYm-m 
SE DECISICN MADE: Ol-NW-2ooO 

510(k) SUMMARY Am FfMM ZDA 

DEVICE:XEtCXX!K 
SEDECISICNMADE:M-JAN-2000 
510(k) SUMWRY AWUL?BIE FRX ZDA 

DEvIcE: aixLa33 
SEDECISICNZADE:O3-MAR-2ooO 
510(k) ZXM!ARY AVAIIABLG IXH FDA 

DEvIcE:RETIccHEx- 
SEDECCSICNMRDE: 27-MAR-2ooO 
510(k) SCWGRY AVAIL?mE FEMM FIlA 

DEVICE:PAUAl2PLLJSFWTICs 
SEiDEcIS1cN&mDE:1&ApR-2m 
510(k) ,TUMARY A- FRX ?XIA 

DEVICF,:SUGRRCHEXCBEi 
SE DECISICN MADE: 29-JUN-2000 
510(k) ,StU+WY AVAIIAEW FRX FDA 

DEVICE:oZWWZURMUL~-HIRPIXSE cKXVECCLENs-m 
SEDECISICNMADE: 22-FEB-2OtXl 
510(k) ,s!cmmm 

‘DEVICE: STRYKEK NAvIGATIm sYsrE!..l - NEum z4mJLE, mEL 6cKKmxx-xxx 
SEtDECISIoNMADE:18-JAN-2000 
510(k) SUMMU AWULAFLE FRX EDA 

DEVICE:SlRYKER~VIGATI~SYS!t!EM-wT= 
SEiDFCISICNMADEi: 02-ocT-2OXY 
510(k) iCZX%Fu AVAIIAEU FXN FDA 
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W-q 
259OVRTSH AVE. 
SAN-IA-, ca95051 

f3lmimR- 
RlTN:MARK KUIPER 
259OWAMH AVE. 
z!zwI!AcLAl?A,cA95051 

zm 
410OE7STMILBAM AVE. 
-, MI 49001 

IGKT 
msuzANNEvELAzQuEz 
41OOEASTMILBM AVE. 
Icrmwem,m49001 

izEfziG= 
4100EASl!tdlUiRM AVE. 
-,MI 49001-6197 

-- 
AT.mla3INLFam 
41oOEWl?MILHAMAVEh 
Izrimwm,MI 49001-6197 

SlRyKERLlEIB~ 
ATIXKRISTYNRKEUEY 
41OOEPaS!JMlIHAMAvE 
IczmMmm,MI49001 

SIRYKER LEIBINGER 
ATIWKRISlYNRKELLEX 
410OENTMlIWMAVE 
K?iuwmm,MI49001 

SIRYKER LEIBm 
ATmzI3c;BINLFam 
41OOl?MX'MILHMAvE 
IGGNwzm,MI49001 

510(k) No: K993166 
PfDNEl m : 40%567-9100 

510(k) m: XXX%93 
Pi-DE No : 408-567-9100 

510(k) m IQ93990 
Pi-DNFi MI : 800-253-7370 

510(k) Wz IW2348 

PFKNE Nl : 6X-323-7700 

510(k) ND: KOO2619 
PI-DE ID : 616323-7700 

510(k) ND: K(x)3660 
Fl3XEi I93 : 6X-323-7700 

510(k) m: KKXl348 
PI-DEED: 800-253-7370 

510(k) f;s3: wxx)349 
PI-KNE IW : E!E-253-7370 

510(k) h10: wxx)594 
F'IXXW No : 800-253-3210 

DEWICX:STRYKERBI~ -msYm 
SEDECISIONMADE:O4-ALG-2ooO 
510(k) SUMtGRY AVAILMLE E'RX FDA 

DIWICZ:STFWERIRRI~~?uBEsET 
S.EDE!CIS1CNM7iDE:15-MAY-2000 
510(k) .SUWiRY Am F'KM FDA 

DEVICZ:LEIBINGERQUIKDISK -ci,AMPsYm 
SE DECISION M?iDE: 22-FEB-2000 
510(k) SUMMY AVAILWEE FRX FDA 

DEVIUZ:STRYKERT3HEUET, STRYKERT4EEiXET, SlXYXERT4FIBEROPI'ICL 

SEDFCISICNMADE:15-AX&2000 
510(k) sINEMEN 

DEXICE:NEWXNSYSTEM 
SFlDEcIs1mMADE:16-ExN-2000 
510(k) SUMMY AVAIJXU ??KM XXi 

DEvIc23: LEIBm Nl!mo CLIP SYSTEM 
SEDEXZSICNMADE: 12-~22ooo 
510(k) SUMARY A- FXN FDA 

DEXCcE:o3LMw3oMI~ISSEXTICNNEXD~ 
SEDEXXSIcNMhDE: 03-&W-2000 
510(k) SLRMiRY AVAZABLE FKN 3?DA 

DEWICX:WJX.RT.ZEDMI~MULTIT,EAF~ 
SE DEXXSICNMADE: 03-MAy-2OCXl 
510(k) SOMQRY AVAILABLE: F'KM FDA 

DEVICE:LocwEK:SCREWMAND~~ SrRDcrloNm 
SFaDlXIS1ONMADE:08-DEXZ-2000 
510(k) SU@ARY Am FEMM FDA 
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SUITER z@mncJ L.L.C. 
A!tT!NZJ74lESPSOITER 
203 WEST 2NO sItREm' 
~(xx%(,m69001 

SULTAN-, INC. 
ATlmcmRKsMI?H 
124E.MISSXJRIAVE. 
KANSAS CITY, M-3 64106 

SUL!UiNDENI7& PR(xmas,L?D. 
ATrN:GFrzcE imLFE 
242 SCVM DE3w ST. 
ETEDNCD, NJ 07631 

SULZER cFEmrEK m., 

mlx:FcJslmt BmP 
19OOASlCNAVE. 
-, ca 92008-7308 

sJL!zERMEmca 
ATlWE!iMARDENEZ?ICN 
l3cmEAsTANDEFEmL7m3 
-, TX 78752-1793 

SuLzERlMEDIcA 
A!ITWJBANCZSEHARRISCN 
99OO~DRIVE 
AUSTIN, M 78717 

SuL!mRatmxEDIcs, INC. 
ATIN:MMUELLADHXJXY 
9900 !SPECEW DR. 
AUSTIN, TX 78717 

+sJLmR~Ics, INC. 
ATIW~EHAHRISON 
9900 -DR. 
AUSTIN, TX 78717 

suLzER~mIcS, INC. 
ATINzFRANCESEHARRISCN 
9900 i?ZWXRWDR. 
AUSTIN, TX 78717 

510(k) ND: K&J2876 
FHmEiND:800-354-3450 

510(k) Wz Koo2843 
FFKNtZ ND : 816-842-2817 

510(k) fx): KC02581 
PHXEiN3:201-894-5500 

510(k) m x001786 

pzp%JE ND : 760-431-9515 

510(k) mz K993667 
pI%mEIuc): 512-435-3407 

510(k) m Koo2324 
pETmE Ia : 5X2432-9306 

510(k) m: K993259 
H33NE m : 5x2-432-9202 

510(k) m x001078 
FKNEIQ: 5X2-432-9306 

510(k) Wz KOOl.320 
FTnwl No : 5x2-432-9306 

DEuIa: JOBSITE EtlHAKm l4mLITYcHAlR,mELm 
SEDECISICNMADE: l.l-ocT-2000 
510(k) c%B%ARY Am FFCM S?DA 

DEVICE:SOLTANSENSITJiNPRESIN~ awE@?r,z.sxm70010 
SE DECLSICN WE: 15-m-2000 
510(k) smmmn' 

DEYVICE:~s(xIIuMFLuXUDE~SH 
SFiDEYZISICNMWE:2O-CCI!-2OOO 
510(k) m Am FFW EDA 

DEViCE:~G~~~exIFp~ IMEBESSICBIFasTANDIMPLANTANAUX 

SEDECISICNMADE: 21~2OW 
510(k) tixmmm. 

DEVICE:SOLZERvAsaRlM~~~IS 
SEDECIS1CNMADE:28-JAN-2000 
510(k) SUMQRY AVAILZBX FXM FDA 

DEVICE:MXIFIED~fCDULAR FR5IamBEmwTRAuMA 
SEDEcISIONMADE:24-AU%=2000 
510(k) StMWY Am FlXN ZDA 

DEVICE:IWER-OPDURASDLphlEIcaw;ILARINsEIITs/oxzI~~ 
SEiDECISIC.NM7%DE:1O-MAR-2ooO 
510(k) SBMRY AVAIUEZE FXM FtXi 

DEVICE:SULZFR OFfBXEDICS&B-3Ol?FNRAL~ 
SEDECISIONM&DE:23-JUN-2000 
510(k) SO&WRY AWiILAFU FRX BDA 

DEVICE:S7JLZEROFZK)PEDICSINC. NATORALHI.PsY~ID~ 
SFaDEXXSICNMADE:O7-JU&2OOO 
510(k) aXWAR!f AVAILAEW FXM EDA 
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lsuLzERc%mDpHIIc, INC. 
NlWMIX!FEUADiXXUTY 
9900 - DR. 
AUSTIN, TX 78717 

SuL!zERcYx?tmm1a, INC. 
CXXPATEUA 
m-DH%IITy 
9900 -DR. 
AUSTIN, 'IX 78717 

suLz;ER~IcS, INC. 
ATIlNzmAm 
9900 -DR. 
AUSI'IN, 'EC 78717 

SuLzER~Ics, INC. 
A!PlNtKlXl%LLADHX?ITY 
99OOSFXTRJMDRIVE 
ADSI!IN, Et 78717 

suNNLJcLEm(x3wp. 
ATmt!txn!mSL~ 
425-APINHXCXXIQ 
-, FL 32940 

SuNNIJcmAR~. 
A!ITNzTFmmSL~ 
425-APmTZ%iaXn-a' 
-, FL 32940 

SuNRISEMEmcsLHH3,INc. 
ATnJ:Fx??iNK - 
1OODEVILBISSDR. 
-, PA 15501 

czJNRISEMEDI~,INc. 
zmN:BRYAN - 
7477 EMT DRY CX?EEK PKWY. 
LLlmmr, 03 80503 

- INrL., INC. 
TxrlN:JcBa(=E BAIDER 
20250 Aczx!IA ST., SUITE 115 
NETdKRTM, CA92660 

510(k) No: KOO1536 
HENE No : 512-432-9202 

510(k) Iw3: K902335 

PIYXXJEm: 5x2432-9202 

510(k) Ex): KC02356 
PIXNEIW: 512-432-9900 

510(k) N3: fo2575 
PIXBFim: 512-432-9202 

510(k) m KOO2444 
F'IK@JE I'?3 : 407-259-6862 

510(k) ND: KOO2446 
FKNEi NO : 407-259-6862 

510(k) m: K993492 
- NO : 814-443-7474 

510(k) m: KOO1491 
PI-KNENO : 303-2X3-4500 

510(k) NX x002786 
El-Km No : 949-553-8300 

X-JAN-2L.. 
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D!WICZ: INtER~PMFIllsuL I-mDBDAND~sIo~m~ 
SEDECISIONbS%DE: 27-31162OCO 
510(k) SUM!iRY AVAILABW FXtd FaA 

DEVICE:NMJRAT-KNEEIISYSTE&DURASUL TIBIALIN~AND-~P 

SBDECISICNMhDE: 25-OCC-2000 
510(k) SUMlARY AVAILXXE FRX lT?A 

DEWICE:NATUR?GIQWCIIP~.?0INl'PFWl%ESIS 
sEDEXXSIC.NMADE:3O-CCT-2000 
510(k) iCX&MWY AVAIIABLE FFCN l?DA 

DJWICE:INfER-OPDURASUL~~(~) 
tXDECISICNMADE:15-1\x;N-2000 
510(k) .SUMARY AVAIUUZE FFCM FDA 

DEvIcE:PFacIsIcNwG~~, mm 1010 CR 206 
SEDECISICN&%DEi:1B-OCI-2ooO 
510(k) SWMRY AMULABLE m.X EDA. 

DEvIa: RE-- a=l?wBm, MXEL1008CR44D 
SEDEXXSICN&!ADEi:23-CXT-2000 
510(k) SUNWRY AVAXABLE FFCM mA 

DEWIC3Z:DEVILBISSNFBULIZER~EL8OO 
SE DECISICN MADE: 21-APR-2000 
510(k) SUbWRY AVAILMLE 3?HM FDA 

DEWICE:QuIcKIE2JXNEEtASSISTwHEELcHAIR 
SEiDECISICNMADE:15-DEG2000 
510(k) SUMGRY A- FXM FDA 

DEVI~:BI0ZN~cXNIPAL~S~KITS 
SE DECISION MADE: 17-W-2000 
510(k) SUMARY AVAIIABU FRX FDA 
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itiOmmMEDI(IATB, 
ATnJ:- l-5!ERs 

INC. 510(k) NC): KOO3004 
FHBE N3 : 201-727-1703 

377 l3mrFl 17 
m, NJ 07460 

-sDNPBD 
ATlmslTANLFy CtmI 
LOC42, PUIRAVPAHK 
BUKIT-m 
47OOOisuwdu~sEIANGcw, 

-sDNBBD 
zmm:m !EmI 
3-M' 42, PUlPA IMwsllRIALPAFtK 
BuKrl!FJAF!mN~ 
47OOOsuNc;AIBuL(JH~, 

ATIN:LCNDt%XNWGN 
l5ooIMxTslRIAtm 
P-0. 1252 
DCIIHAN, AL 36302 

SOFGI-VISICN, INC. 
ATTN:NANCiEYRYLOR 
925oRTJ&EmRD., suITE100 
OZILDM3IA, MD 21045 

tsuRx-vIs1cN, INC. 
A!tT%N?WXETAYLCJR 
925oRl-psExRD., lsoITEl100 
CULDMBIA, MD 21045 

SumI-vIs1cxv, INC. 
XtTN:NBWfETAYXB 
925oRlBsEYRD., suITE100 
COLUMBIA, MO 21045 

PI3iE’m : 

510(k) m K993864 
PIENFi NO : 603 657 2328 

510(k) No: K993865 
pH3NE ID : 603 657 2328 

510(k) ND: KOOO408 

pHI)NE r?3 : 334-794-4231 

510(k) ND: K994436 
PEXWb?J: 410-730-8998 

510(k) bX)z x002345 
pHoNENJ:410-730-8998 

510(k) ND: KC02916 
l?-KNENO: 410-730-8998 

SuxmALMm, INC. 510(k) ND: KOOl594 
ATIN:zoLmN BAT.Azs FKNEi ND : 800-917-2673 
1456 WFSI! NEWPQRT CENTERDRIVE 
D~BEpM,FL33442 

DEuIm: OSCAR 2, z-rlDm 222 
SJZDECISICNMADE: 25-(3X-2000 
510(k) XMARY AVAILAKU FXM FDA 

DEVICE: B lz?mRnEmEREDLATM -mm 
SE DECISION MADE: 17-b%R-2ooO 
510(k) fim!mma 

DEVICRCXXJXWJANDFLA~REDFWDERFREELXIIEX -mw 
SJZDECISICNMADE:2O-JA&2000 

510(k) .t?mmmW 

DEWICZ:GR!ZtEN mFLAm- LATEX-mm 
SEDECISICNM?iDE: 20-JAN-2000 

510(k) imwm@Xc 

DIWIC%LIFE=YB,~cW~LABEL~,~,cw 

SEDECISICNMADE:19-psR-2CBO 

510(k) m AVAIUEZE FRX EDA 

DEVICE: StJlGI-VISICN --(XIIL 
sEDECISIoNM&DE:14-M&R-2COO 
510(k) !X&%AFU A- mm FDA 

DEVICE: SuRx-vIsIoN~a3IL 
SE DECISICN WE: ll-CXZ-2000 
510(k) SUM-VW Am FfQl FDA 

DEVICX: SUFGI-VISICN~o3IL 
SEDECISICNMADE: 28-W-2000 
510(k) SOWARY AWUAEKE FFUX FDA 

DEvIa: 3.5 PM LAPSPE (IGloo, IGlO3) 
SEDECISICNMADE: l2-JUN-2ooO 
510(k) SUbNARY AVAILAEU FlXBi l?DA 
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SLJRXW -, INC. 
ATIN:DctxiLMwm 

510(k) m: K993713 
ET-KNEl m : 941-366-1882 

962 Scum T@SIAMI TEKIL, #203 
EXUiSOB, FL 34326 

suI7GIcaLINSI~,INc. 
~JCNTLFA 

510(k) m: KOO1642 
pE%3NE KI : 847-86&1816 

184OCtAKAvENuE 
EiLwm, IL 60201 

SDiUXC% RWLXWW SYsreils (SIS),510(k) NI>: K993190 
L IN- SYm (SIS) 
ATIN:JuDY GCWDCN Ff?aE ND : 949-854-6314 
18732 SPCINAW 
IlWINE, Ca 92612 

zixJFGI~mm:GATIcN 
TICN 

SpMxAtIsrs IN5lO(k) 1x): K994421 

ATItkc2vu3L Nl+IaaA FBXEi I9.3 : 905 672 2100 
~~G~AIRFwTRD. 
MISSIssAIx;A,~O, 

DEVICE:RI&FIX,~aTp 
SEDECISPoNMADE:28-.JAN-2000 
510(k) i%mnWEm 

DEVICE:INSIGHFIMAGJZGUIDEDSURZICXtsY~ 
SBDEXXSICNMADE: l2-SEP-2000 
510(k) SN@iRY A- FRN LiDA 

DEVICE:ADQWCED-- MIvm,mELsuw3IcA 

SEDE~CISICNMADE:~O-FEB-~~~O 
510(k) SU@GJRY AVAILUU Fmd FDA 

DEVICFzSNNSZmUI7NC~ APPLIma; SNN -cAPPLIcczs 

SEDECISI~MADE:23-FEE2ooO 
510(k) SObWRY AvAfLABL F!XN FDA 

SLnxxaLNAvI~m 
iYilN:ENN 

-rEs, 510(k) ND: K992461 
pEKx+E Im : 303-439-9709 

53OozMPlmm 
BIammEm,cD80020 

fxJRGI~NAvImm -m, 510(k) ra K994355 
2wIN:ANGELI~SDEsTRuEt pI%zNE m : 303-439-9709 
53OcJzwmxim 
BRamEm,0380020 

StJFrxaNA.ma 
ATm:E !iTxKcE 

-rEs, 510(k) mz KOOO246 
Ei-KNE m : 303-439-9709 

530 a2-lPlm h5?rlwD 
BRzrwm&0380020 

SDEGICZSG -m 03wp. 510(k) NJ: Koo1765 
ATINzLINDAFTEXTER FfZNENO:610-404-1000 
100 DENNIS DR. 
READING, PA 19606 

SOlGICYL -TIES cm@. 510(k) No: KOO2849 
RFCISI~MI~BLADES 
ATINzVIKKIMEXIFW?N IW.NZ~:610-404-1ooO 
1oODENNISDRIVE 
READIN.& PA 19606-3776 

DEVICE:STE?iLZHSl!XTCN~~~ 
SE DEcISIcpll MADE: 22-FE%2000 
510(k) SLRN4RY AVAILABm FFad mx 

DEWICWRADIW SYm mAD/NEcK APPLImoN 
SE DECISICN MADE: 22-MAR-2000 
510(k) SLWARY AVAISAEU FKMEDA 

DEVICE:PADI~S~~ 
SEDECISICNMADE: 2O-CClL2000 
510(k) WMMARY AW+ZaBLE = FDA 

DEVICE:Lcx%(cULL?GX SPACEFG, NJXL 1514B 
SE DECISICN MADE: 07sEp-2OfX 
510(k) STAaFMENT 

DEVICE: PRFCISIW zx.c,PREcrs1cNEDGE- Acs,??REcISI~ LsK,ANDP 

sEDEXZISICNMADE:1&ocT-2ooO 
510(k) SL&Q@RY AVAImtLE FRX EDA 
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SDRXXL SPEcIALrlEs am?. 510(k) m: KGO3Ol5 DEiVICE:SSC'SPCL~ 
ATIN:VIKKtM- pH";pvEIw:61&404--1000 sEDECISIQNMADE:15-DEC-2ooO 

SAS, VIoLEr, alwED, mm Tm 

1OODIiNNISDRIVE 
READIN'& PA l-3776 

510(k) srXmmtT 

SuRxcAL,INc. 510(k) m: KOO2018 DEVICF,:NCOSURXCALSURXC%UVERTUm 
ATTN:JEEF cl!RIm PHONE ND : 877-337-8887 
l25BIcxtim.Em.,suI?IE7 

SE DECISION MADE: 17-At.&-2ooO 

M?wsmLD,mo2048 
510(k) SUM&FRY Am FRX FDA 

f5uIGIDEv axP. 
A!lm:- AlimED 
5743 2?3zmKm DR. 
GoLErA, a93117 

510(k) I0 x001234 DEVICX:BIOII~~~LATEDSILI~PDNCIUM~~~G 
FfK.NE IQ3 : 84X-683-3851 SETDEms1mMmE: ll-JuL-2Oco 

510(k) SUbMFtY AVAIIABLF: FFCM FDA 

sxlRxLI~, INC. 
ZXRWtTIMYlXYJSHEiA 
I2001 s(sIENcE DR., 
C&UNDO, FL 32826 

510(k) 1\x): K993328 DEVICE: ~ILIm, INC EXCIMEREASER 
E%KINEim: 407-482-4555 SEDECISICX'IMADE:18-.JUL-2000 

510(k) SUMmY Am FIfcM FDA 

suT(13INsuT(cTIcaT, 
8508 

-a, 1510(k) n K994015 D~~:A(xxlBIADE (AC'SMZm~),~K8507,Afxmam~ (mm mELI), MK 

FX1NE~:714-8326300 SEDEXXSICNM&DE:15-MAEt-2000 
510(k) S'nmmm 

m:m BARR 
14762 BEXCLEY CIRCLE 
TusrIN, CA 92680 

st.mATE, INC. 
ATIN:- GREEN 
4740 cLjXWXlW AVE. N.W. 
SUITE 708 
DM32ooo8 

-, INC. 
ATIW Jcxa!ww GREEN 
4740 -WI'AVE. N.W. 
SUITE708 
WASmmm,M=2ooo8 

SYBRXJDENAL SpEcwTIEs, INC. 
ATIWWESIDY URTEL 
1717 WEST oc&1;INS AVENUE 
CmNGE, CR 92867 

510(k) m: K994176 DEVICE:SGTRAUXNYXNsIRuREs 
l+BmE No : 202-966-3790 SEDEXXSIC%JMADErO8-FEB-2000 

510(k) w AVAIUBLE I?Rx FDA 

510(k) ND: K994177 '-'DEVICE: SVWASILKSILK- 
pl%NFi ND : 202-966-3790 SE',DEYZISIoNM?tDE:O8-FEB-2ooO 

; 510(k) SUb&ARYAVAIUECEFRXFDA 

510(k) No: K994087 'DEVIUZ: m 
PlXNENo: 714-437-9801 '. SE DECISION MADE: 01-&l?&2000 

. 510(k) SUMMAPYA~FRCt+lFDA 

510(k) No: K994309 DEVICRsO~2 
FBSlENO: 714-516-7425 SE DECISICXV MADE: 17-M?&2ooO 

510(k) -Am-FDA 



SYBFCN- i?TTxmLTIEs, INC. 
A!rm:axLEm ErxswEu 
1717 WEST CX?LUNSAW 
oR?wa3, ca 92667 

SYBRCNDm -!rIEs, INC. 
ATm:crlLmEN BclsamA 
1717 WEST - AVESNE 
cixwm, CA 92867 

SYBFKNDEWIRL SpEcIAtTIEs, INC. 
zcrJx:- E9LBmui 
1717 WEST CFXLINSAVENUE 
-, CA 92867 

tzxBEmI)ENITLL spEcvILTIEs, INC. 
ATIN: CWLANDO mm, JR. 
1717 WEsT UXLINSAVENJE 
ORANzEi, CA 92867 

SYBXt?DEWIT+L t+REIALTIEs, INC. 
ATm:ozxLEEN Bx3wEzL 
1717 WEST CTXLINSAVENUE 
CJRAKE, CR 92867 

510(k) 1uD: -269 
Fi-Emm: 714-516-7484 

510(k) RX KM30436 
HlDNEm: 714-516-7484 

510(k) m XWO530 
FJmNEm: 714-5x-7484 

510(k) me KDoo954 
lx-Km ND : 714-516-7419 

510(k) F0: KDOl876 
FJI-Kmm: 714-5X-7484 

SYBEKNDENTRL SpEcIAtTIEs, INC. 510(k) m KOOl881 
m-m FTalEm: 714-516-7484 
1717 WEsll CULLINSAVENUE 
cInw%E, CA 92867 

laBFc.N- lsF!Eaxm, RE. 510(k) N& KOO1899 
m:- B33ELL FFmEIu3: 714-516-7484 
1717 WEST CCCLINSAVENUE 
-, CA 92867 

smax-~, INC. 510(k) IWz K993700 
A!Pl!N:GARY GlTNRE pI-KmE m : 303-279-1914 
l313wA%IKXNAvEMJE 
GalDEN, al 80401 

syNo;HI-m, INC. 
A!lTN:GARY GlDSXE 
1313 i@SHNXN AVENUE 
GixDm, a3 80401 

510(k) m K993701 
H33NE m : 303-279-1914 

--m, INC. 510(k) bKx K992007 
ATI'N:GARY GlLlKRE pI%%IE No : 303-279-1014 
l313iWXUGIWAvENuE 
GOLDEN, 03 80401 

DEVIC%BETUGW%BF'QRiGXUSDENTIN 
SE DECISION MADE: 23-M?%-2000 
510(k) StMMAFZ A- E'RX EDA 

DJZVICE:~HE'T!RANSLUCENCDEtn'IN 
sEDEYZISIONMADFa:24-MAR-2000 
510(k) m Am FKM FDA 

DEVICE:BEU&USSHPEMMEL 
SE DECISICN ME: 17-M&Y-2COO 
510(k) SUbWARY AXULUm FFm FDA 

DEXi?X: KEWtGELEmXANJ? 
SEiDECISIoNMADE: 28-Ai'&2000 
510(k) SUMGRY AVAIUBLE FKN FaA 

DEVICE:'l2ZF,lBITE 
SEDFXXSI~MADE: 21-JuL-2cxxl 
510(k) SUMMARY Am FRX FDA 

DEXTICE:IMPRWEDENLJsGHrLV 
SE DECISION MADE: 22-AUG-2000 
510(k) SWWFtY AWULABIE F'FCM m)A 

DEWICZi:lWRYVED'IIRy-IN~ 
SEiDEK!ISIoNh!ADE:28-AW-2ooO 
510(k) SDMMMY Am FKM FDA 

DEvIcE:~,~ELET-103-2 
SEDExxs1cNMNm 02-JuN-2000 
510(k) f!XUmm~ 

DEvIaz: m,mELBT-l25-2 
SEDECISIONMADE: 09-JUN-2KKl 
510(k) sUXmm?r 

DEvIa: PHARMRSEED, r.smiL BT-103-l 
SJZDECISICNMADE:14-JAN-2OCO 
510(k) fmum@NC 



DEVICE: -, mEL BT-103-3 
SEDECISIoNMADE:14-JUL-2000 
510(k) SIWEtma 

SoBiMITwADD~LI~~m~ m (SE) 510(K) SU&WWES Cw 510(K) ,mxmmaS 
I?URFINALDECISICNSRE!NDEREDDURRGTHEPERIODOl=dAt?-2OCXl tkl%KSB 31-DE02000 

16-JAN-2oi;~, 
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syN(x%zmm, INC. 
ATLN:GARY GlYIMBEi 
1313WRWXXNAVE. 
Gomm, 03 80401 

SYNaJFtmw, INC. 
A!lXN:GIUZ GI.LEE!E 
1313WASMNXNAVE. 
amm, 03 80401 

-, INC. 
ATINtJGNNEIHFVAN?TUUN 
210 - rKRI.H PAFlKmY 
!iuITEi700 
rfIu%Nm, ca 30339 

SXNI'EX U.S.A. INC. 
~KNNIEJSMIM 
169OIGSSELLm 
PAfXI, PA19301 

ATIN:- GIlI8EXT 
169Oia%ELLRD. 
P.O. B(zx 1766 
PMLI, PA 19301-1262 

- UJW 
xr.cNzsHERILrn 
16ooRussELLm. 
P&Z&I, PA19301 

- vJ=) 
IXlFINz-MG- 
P.O. Em 1766 
169ORUSSELLEMAD 
PPCB;, PA 19301-1222 

- ww 
ZmNzSBERILMU~ 
P.O. Kx 1766 
169ORUSSELLRCnD 
PAOLI, PA 19301-1222 

- WA) 
ATmSHEmLMLJ~ 
169ORUSSELLw3AD 
PlWLI, PA 19301 

510(k) IQ K994016 
Ft?na?a ND : 303-279-1914 

510(k) m: K994018 
FTKm m : 303-279-1914 

DEmcE:FHARmsm,mELBT-l25-3 
SEDECISICNb?ADE:17-JUL-2000 
510(k) iYTMm?m 

510(k) m: KDOl276 
F'FEW NO : 714-281-1256 

DEVICE:MEDICRLIM?GEMEFGE(MIbi) 
SJZDECISICNMADE:17-JUL-2000 

510(k) SUWhFtY AVWLAB3Z FXM FDA 

510(k) fx3: KM)2605 
PHzeTEm: 610-647-9700 

510(k) IW: KOO3061 
PEKNElKO: 610-647-9700 

DEVICZ: 4.0/2.5 ZM SELF-DFtmXNG SCHANZ SCZEW 
SEDECISICNMRDE: 2O-NW-2ooO 
510(k) f%WARf AX4ILAEm FXM FDA 

DEVICZ: SYNMESUSS (lO.OMMSIDEOPENI%~) 
SEDECISI~MADE:3C-OC%2000 

510(k) SUbNARY AWUABLE FFm mu 

510(k) m: K993335 
Pi-KNFiNo: 610-647-9700 

510(k) m: K994l21 
HENENO: 610-647-9700 

DEVCCE:S!NHESFEWR/IRRI~~~(~)~~ 
SEDECISICNM?DE:l2~-2000 
510(k) SUMAFtY AWILABGZ FIX&f ZDA 

DEVICZ: E?24ALL-uss 
SEDEcISICNMNX:17-a!T-2ooO 

510(k) SUbMARY AVAITXXE = EDA 

510(k) ND: K994161 
PHJNE NJ : 610-647-9700 

DEVICJCSYIvImSBI~scrmREANcIEw 
SEDJXISICNM?iDE:28--JUL-2000 

510(k) StNAFtY AVAXXKE FRN EDA 

510(k) m: K994364 
FIbXINE N3 : 610-647-9700 

DEVICE:SYNTHESBUlWNX?QEf 
SEDEC!ISICNM&DE:15-MAR-2OOQ 
510(k) SWGiECi AVAILMLE FXM FDA 



-ADDP.EssLI~mmm~~ (=I 510(K) 
FUtFINALDEXZISICNS~ DuRImrrmPFmmo1-JAN-2ooo 

SUMYWESCR510(K)~ 
!CHEEWH 31-DM;-2COO 
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FZL r4fxmum . 
169O'X7SS~wmD 
msToFFIaBox1766 
PKCI, PA 19301 

- UJW 
ATl!Nz~JsMIM 
1690RtJSS~mFux~ 
F'ZQLI, PA 19301 

- PJ=) 
AzTN:sHERILm 
169OFwSELL~ 
Kmo?TIczmx1766 
PAat, PA19301 

- @=I 

i&'IN:ANXLAJSIL~ 
P.O. mx 1766 
169ORTJSSEXLRXD 
PiWLI, PA 19301-1222 

- w=) 
ATIWAJSILVJBTRI 
P.O. Kx 1766 
169ORUSSEXLFuXD 
P&XI, PA 19301-1222 

- FJW 
ATIWEtXNNIEJsMIIM 
169OFtUSSmLm?iD 
PM&I, PA 19301 

510(k) N3: KOOOO66 
PIENE hK) : 610-647-9700 

D!ZVICE:syMHEs(USA)UXXtNG 
SEDEtCISIoNM&DE:15dW+2OOO 

cmDYLARPLx5 (LCP) SYm 

510(k) fXW?ARY AVAILMU F'XM EDA 

510(k) m: KOWB9 
pH3NE ra.3 : 610-647-9700 

DEVICE: t3YIvEm 4.0 AND 5.0 Ml- i?cREws 
SEDEZISICNMADE:O3-FEE&2COO 
510(k) SDMWY Am EN&f ?XN 

510(k) mz KfX10558 
PHXE I?3 : 610-647-9700 

DEVICZ:S!fMBES(USA)WtIS.lTFUSICNPL?fBS(WF'P) 
sEDExxsIcN~:14-m-2m 

510(k) StBWRi AD FXM FDA 

510(k) Ex): KOGO682 

EKNEi NO : 610-647-9700 SlsDEcIs1cNz@DE: 01-&m-2000 

510(k) S?B?ARY AVAIUBLE EFUX EDA 

510(k) PIED: m 
PEDNE IW : 610-647-9700 

DEVICE: SMALL FRXMEWTDYN74GCCWPRESSIobJL(xxIpIx3 
SEtDECIs1a!JMADFd: 2S-APFb2000 

mw f!zmrEN 

510(k) SUMARY Am FRZN FDA 

510(k) m: KWO972 
PI-DE BD : 610-647-9700 

DEWICE:syNlMEs(USA)'IRXmHm sIABILIzATIce\lplATEmDHs 
sEDECISICNMiDE:16-JDN-2C0O 
510(k) SU-MRY AVAILABLF: = FDA 

- w=) 
A!I!NE0NBJsMITH 
P.O. Eox 1766 
169ORussELtTo 
PpawC, PA 19301-1222 

- (=w 
AfPIN:~JSIL~ 
P.O. Em 1766 
169OFUSSEZl?ZD 
PmLI, PA 19301-1222 

510(k) hlD: ~001311 
PfDE ND : 610-647-9700 

510(k) IrJD: KCXX720 
PIDE m : 610-647-9700 

DEVICE: lizrams (USA) mm MESH - 
SEiDECIS1CNNYFs:2O-JDN-2000 

510(k) SUbMARY Am FE%X FDA 

DEVICE:SYNIHESSAC!RALERRSYSTEM 
SEDECISICNIBDE: 24-A%-2ooO 

510(k) sXBN?aY AVAIMEU ??md FDA 



16JAN-2c4 
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i?sym-m ww 
AT.W:NGELAJSILMBEU 
1690Rt7SSEu~D. 
PNLI, PA19301 

- Pw 
ATIN:ANGELAJSILVESIW 
P.O. Em 1766 
~~~O~~SSELLIMAD 
PMLI, PA 19301-1222 

- PJ=) 
Rl"l.N:WJSIL~ 
P.O. E!ox 1766 
169ORu~sm.tIMAD 
F'AfXJ, PA 19301-1222 

- VJY 
ATIW9ilXWSM~ 
169ORuSSm.LIMAD 
EaToEm-am1766 
PAa& PA 19301 

- P=) 
AIc?N:E!CNNIEJSNlTH 
P.O. mx 1766 
169OFUSSELLla?w 
PMLI, PA 19301-3.222 

XFIhE!UWEJZNt'IH 
P.O. Em 1766 
169OItUS~Emm 
PXGI, PA 19301-1222 

- Pw ATiN:- GYILWRL' 
169ORuSSECLIMAD 
PZGLI, PA 19301 

- (UW 
TSB) FCRDHS (LINEEXTENSICN) 
ATIRBONNlEJSMMH 
1690 RUSSELL m. 
PMLI, PA 19301 

510(k) EK): KCXU793 
pH3NE NC) : 610-647-9700 

510(k) m: KM)1941 
pH%uE ND : 610-647-9700 

510(k) m .xX1945 
Pfna?a No : 610-647-9700 

510(k) m KOO2271 
EBXEINO: 610-647-9700 

510(k) ND: KOO2361 
PHXBXJ: 610-647-9700 

510(k) ND: KO02362 

FI-KNEND: 610-647-9700 SE DECISION MADE: Ol-NN-2ooO 

510(k) W: KOO2517 
ptE%IE No : 610-647-9700 

510(k) MC): KL)o2710 

FT-KSlEm: 610-647-9700 

DEXCCEi:SYNIWS SCAI;U3PEDImmIA= 
SEDECISICNWdX: 17-AD~2000 
510(k) iTR-MRY Am FRX BDA 

DEVICE:SYNTWS -msYs!cEM 
SEDECISICNMADE: 22&E%'-2000 

510(k) SUMmRY AWiILAEm FFad FDA. 

DEVIC'E:SYNIHB(~TSA)MEDIALDIS!~IALTIBIAP~L!ES 
SE DECISICNMADE: 22-SEZ-2000 

510(k) atXM?W AVAILlWE ma-f FI3A 

510(k) SUMAFtYA~FF8XEDA 

DEVICE:SfNIHES(usA)~~~ 
SE DECISICNEADE: 31dtT-2ooO 

(L-m) SYm 

510(k) SUbNARY AUAIURLE lX&l ZDA 

510(k) SutiplARy A?RUAELE F'RX F13;R 

DEVICZ: uss VAS 
sEDECISIoNMhDE:l2--SEP-2ooO 
510(k) s!XMUtY AYvAIL&u m FDA 

SE DECISICN MADE: 29-S%-2OCYJ 
510(k) SUtMARY AVAIMELE FRX EDA 
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~&)MbNXJIFG 
169OitUSsma. 
P?QLI,PAl9301 

~kJ!ii?i’M Z-WUIEB 
169OirJSSmLW. 
PxLI,PAl9301 

-SPINE 
AlTNZJCNA?HANMGILEQZtT 
P.O. Em 0548 
169ORuSSELLm 
PZQLI, PA19301 

-SPINE 
ATIN:- GILBERT 
P.O. mX 0548 
169ORUSSECim 
PZCILI, PA 19301 

t+xmmssPINE 
ATIN:-GILBEKP 
P.O. E!uX 0548 
169OFtUSSELL~ 
PZXLI, PA 19301 

SyNMEssPm 
ATI%- GILEERT 
P.O. Em 0548 
169ORUSSEuIMAD 
my&I, PA 19301 

-sPm 
ATTN:IIKNADM GJJIBERT 
P.O. E!QX 0548 
169Ol?usEZLm 
P&xlI, PA 19301 

ONEwIrLmmEwAY 
LC#S GFxWE, IL 60047-9596 

i??i?El 
ATIN:PAULLRmwsJR. 
3403YEREBBuENAm. 
SAN JOSE, CA 95161-9013 

510(k) 1vD: KOO2729 DEVICE:SYNIHES FJlxmMsmNAIL 
m r?a : 610-647-9700 SEDECISICNMADE: 06-(XT-2000 

510(k) SUbWRY AVAILiBZ FKH m 

510(k) m: KG02935 
FTXSE m : 610-647-9700 

DEvIcE:syI\RHEs1.5MMTIBBIlJwLIFT~ 
SEDECISI(JN M!hDE:l&NYV-2ooO 
510(k) ZKBNARY AVAZ7m.E FF0l FDA 

510(k) m K992739 
Ff-EM3 IV-3 : 610-647-9700 

DEVIa: CLICK'X 
SEDECISICN~E:O8-FEEb2CC0 

510(k) SiBWBY AWILAELE m JBA 

510(k) bn KOOO450 
R-DNE ED : 610-647-9700 

DEVICZ:bCDIE'IC?WICNToSYNHEfSUSS 
SEiDFCISICNMADE:1Od%R-2OOO 

510(k) SUbWiRY Am FFQd EDA 

510(k) No: IWO536 
PEN3 ND : 610-647-9700 

DEVICTs:SYNIHESAWERICRCSLPSYS!TEM 
SEDECISIONMFiDE: l5-&QiR-2OCO 

510(k) ND: KWO742 
FEKNE ND : 610-647-9700 

510(k) W: Koo1864 
PKJNEhx): 610-647-9700 

510(k) m: Icoo1683 
Fl--KW NO : 847-726-3675 

510(k) In K993026 

H%3NE No : 408-239-2309 

510(k) SW@RY Am FKN FDA 

DEVICE:SYNTHFSAt?lEKC~CSLPSYsllEM 
SE DEXZSICN MWE: 29*-2C00 

510(k) SUhWWY Am FFux FDA 

DEVICZ:--SY~ 
SETDEXZISICNMADE:2O-JUL-2000 

510(k) !.KWARY AKQLAEKE FKBf FDA 

DEVIC7Z:SYS&fEXR-500 
SEiDEK!ISICNb!ADE: 21-AU+2030 
510(k) m AW%UAEKE FWM FDA 

:f .:j 
DEvIcE:ABKlITAERclsET -m-AND ~;rnELsrn7AN <I 'g 
SE DECISION FADE: 27-&W-2000 'i 
510(k) SUNBRY AD FFCN FDA 



zYtaG90 
ATlNPAuLLFamS 
3403YERmFmN?iRD. 
SAN JOSE, CA 95161-9013 

SYmco. 
AND6389 

AII?N:PAuLLW 
3403YERmFaaARD. 
SAN JOSE, Ca 951614013 

SYvAm. 
ANO5m 

ATmzPAuLLI 
3403YERE?AEmN?iFo. 
SAN JGSE, Cn 95161-9013 

SYVA 03. 
ATm:PAuLLFuxEw 
3403YEwAEmNARD. 
SAN JCEiE, Ca 95161-9013 

sYvA00. 
A!rm:PAuLLRmms 
3403YEF@AEuENARD. 
SAN JZZSE, Ca 951614013 

SYVA co. 
l29uL 
zxrm:PADLLI 
3403YERmBuFNARD. 
P.O. mx 490x3 
SAN JOSE, a-i 95161-9013 

SYvAm. 
A!ITwPAuLLFxxmS 
3403YERBABuENARD. 
P-0. mx 49013 
SAN JCm, a 95161~9013 

sYvAo3. 
ATm:PAuLLRxEF4s 
3403YEFaEmNARD. 
P.O. Box 49013 
SAN JT]sE, CA 951614013 

510(k) RX K993028 

pIx@llx m : 408-239-2309 

510(k) 1u3: K993029 

&FBxE m : 408-239-2309 

510(k) m K993031 

E3iFzNE No : 408-239-2309 

510(k) ND: K993980 
pr-mlEi ND : 4oa-239-2309 

510(k) pJ3: I693981 
HE%JE ND : 408-239-2309 

510(k) Iu3: IQ93982 

FlXNEiNO: 408-239-2309 

510(k) 1u3: K993983 
PBCNND: 408-239-2309 

510(k) ND: K993984 
Hp%IE No : 408-239-2309 

SJZDECISIONMADE: 27-a&2000 
510(k) t5UMARY AutIIABB FECN Xn 

SEiDFXXSICNMmE: 27-JAR-2000 
510(k) a%IMGRY AVAXAEGX BXM %iDa 

DEXCC!Fs:ABKXTAERXET -mAssEYAssEy B;rnELs lEo8 

SE DECISICN MADE: 27-~AN-2ooO 
510(k) t?XRWmi AVAILAEU FRX FDA 

DEVICX:SYWi~IIPUJSEZ-IYLAlXUXh ASSAY,~~E~~EL~~K~O~DL/~K~O~UL 
SE DECISION MADE: Ol-FEJ3-2000 
510(k) SWMRY AVAZAFKE l%CM FDA 

DEVICRSYVAEMITIIPLUS~~ zsSA!f,~ELs9#2~90l29uL 
SETDE?XSICNZ@DE: 01-FE%2000 
510(k) f3OMMNZ AVAZ?BLE B!HN FDA 

DEVICE:S!fVAEMITIIPLUSAMWmMNE~ ASSwm29DLf3c 

SJZDECISICNM?iDE: 27-&N-2CUO 

510(k) !XJMmRY AVAILARW IX&f FDA 

DEVICE:SYVAEMITIIPLUSPHENCYC.UDINEASSA!C,MXEiL9JO29UL 
SE DECISION WE: 27-JAN-2000 

510(k) SUbW@Y An FRX FDA 
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SYVAOO. 

ATmPAuLLlxxzm 
3403YEREaEmNARD. 
P.O. F!m 49013 
SAN JOSE, CZ 951614013 

SYvAal. 
ATImPADLLIuxzmS 
3403YEREaEmmm. 
P.O. Em 49Ol3 
SAN JtXE, (X 9516%9013 

mm. 
ATlmPADLLIXXzmS 
3403YEmAEmmARD. 
P.O. Box 49Ol3 
SAN JOSE, Ca 95161-9013 

SYVA 03. 
ATIWPAULLRXERS 
3403YEmAmENRm. 
P.O. mx 49Ol3 
SAN JCSE, CA 95161-9013 

!sYvA 02. 
ATIRPAULLXZERS 
3403YEFa?AF3uEtaRD. 
P.O. Bx 49013 
SAN JOSE, CA 95161-9013 

is!NAm., DADE-m. 
ATm:PAuLLwxERS 
P.O. Kx 49013 
SAN JBE, Ca 95161-9013 

510(k) 1u3: K993985 

PriDNEi m : 408-239-2309 

DEVICZ: SYVABtITII PLUSEiENZCDIXZEPINEAsszw,~ELS 9JXl29DL/9Fl29UL 

sEDECISIcNM?sDE: 27-JAW2000 

510(k) SBWRRY AVAILXU FiXM FDA 

510(k) NX K993986 
FT3m3 m : 408-239-2309 

DEvIa:~EMITIIPLus M r3ssm, mEL 9Qo29uL/9@29uL 
sEDEClSIONMADE:27-JAN-2000 

510(k) SUMARY AVAILXUX FRX XZi 

510(k) IBX K993987 DEXIC7ZtSYWiEMITIIPLUS~ITURW!E 
F+aJE Iv0 : 408-239-2309 

ASS?&',MBEL,9DO29UL/9Dl29UL 
SEDECISICNMADE: 27-&w-2000 

510(k) SUNmY AWILAEU FIUd FDA 

510(k) m: K993988 
FTEm m : 408-239-2309 

DEVICZ:SYVAENITIIPLUScocanuE~ ASSm,mm9HO29uL 
~DECIS1cNW!DE:27-&W-2000 

510(k) SUbMARY AVMLABWZ RXM FDA 

510(k) Xx I(994005 
E?mE m : 408-239-2309 

DEVICZrSYWiEHITIIPLUSMEmAXNE Assur,mm29DL/9E129TJL 
SXCDFCISICNMADE: 2O-JAN-20 

510(k) SlJbMRY Am FFxX EDA 

510(k) m: KOOO600 
JXNFaIW:40%239-2309 

DEVIC'E:S!fVAFNIT2ooO~AssAy,~ 
SEDEXXSIONMADE: 27-M&R-2000 
510(k) SUMARY Am FFCM ZDA 

T.IUXUXSURXCZ&B CRP510(k) Im: KO02755 
m:TIBcw IUEXX Fl!Km ND : 80%5294825 
610 FLINN AVE. 
r-%nPARK, CA 93021 

T.C. MZOIa INC. 
ATllv:LTN(IILN CNG 
14710 oRcsml FaAD 
-,MN 55345 

510(k) NJ: x984376 
Zf-KNEi ND : 612-935-8829 

DEVICEi:I'XX-AEiSCRBIW Bm-suIuRE 
SEiDFCISICNMADE:O4-DEG2OCO 
510(k) iYmmm?r 

DEVICE:ENXR2000 
SE DECISION MADE: 07-JuN-2000 
510(k) SUbNARY AVAILMiX FRX FDA 



-mLImFcwu)RH- m (SE) 510(K) m OR 510(K) +mxmmmS 
mRFIN7GDEcIs1a?sRENDEREDDuRImlflEPEnIcD01-JAN-2000 TSfEaUW 31--2000 

wsm JENSEN 
&5 
-I 

510(k) m: ~001841 
PX?XEl M3 : 457 625 llll 

16-J2w-2Oii. 
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DEVICE: 35/m m 
SEDFCLSICNM?+DE: X-NUV-2000 
510(k) iX@MARY Am F'XM mA 

TALIA-LTD. 
ATm:Jc#THANsKAHAN 
-mm 
555 - - N.W. 
WA!xmam,M:2ooopllO9 

TANDEMMEDIaL‘ INC. 
, FJxw5, 10 
ATlN:ALBEFa MI- 
15910 BELEwmm - DR. 
SANDIEQ&ca92l27 

!lTwxxNPrY. L!m. 
ATINzKEZTHDM;EMIARDT 
258 BATJFAX E3lREEc 
ADEL?uDE, SOVM-, 

m4soPPLYoz.xw. 
ATTN:wILGIAM BUNSLEE 
15946 KAPIIN AVENUE 
cITYoFINoIJam, a91744 

m MEi NA S.A.R.L. 
IMuLATIm NEEDLE 
ATIWJCE BAFMS 
39OfscauErBLvD 
c.xmmR#FL34677 

TEaMwIEs, INC. 
ATIWBOB WATJCN 
5949 - BLVD. 
-, 'IN 37814 

IMIILAB, INC. 
ATIN:DAYIDMLYEFU 
vPIRESE?mxPARK 
1861 F?FRIT DR. SUITE 1030 
BLdmsmc,vA24060-6364 

ST- 
16415ADDISCWRD., SUITE850 
ADDIscN,Tx75OO1 

510(k) m: w)(x)731 
F'KBE N3 : 202-637-5794 

510(k) N3: IG93832 

J?HXEiNO:858-673-3900 

510(k) 1u3: KOO1772 
FHXENO:O882236644 

510(k) m: KDOO816 
FIDIENO: 626-968-2600 

510(k) No: K99OlCO 

F'IXNfZ No : 813-818-8705 

510(k) m: K994024 
F'EKTG I?3 : 423-587-2199 

510(k) No: X)03306 DEVICE:C.DIFFICILE!ttXA/BII 
I%KNENO: 800-832-4522 SE DEtCLSICN MADE: 22-X.%2CKXl 

510(k) ND: K992436 
H-KNE NO : 972-732-7694 

DEVICE:~IF'ICXl?ICNMIz?aRJZMN?G 'IHIcKNEssANALYm 
SE DECISIC@3 MADE: 31+&a-2CXJO 

510(k) SOMARY Am F'XM EDA 

D~CE:XXECSEINEUSIC@iSYSTF&f,XmLAD4l20, BE4210, S3.2050,100,200 

SFiDEXZISICMTE: 09-FEB-2000 
510(k) SUMARY A- FiXM FDA 

DEVICE:LASEREXERAARTIcimATED AFMKIT,HmELLQP4106-AA 
sEDE!XSIoNbiADE:O6-JOL-2COO 
510(k) fimmtmn 

DEXICE:sHARpERANO -mLEs 
SEDECISICNIGDE: 04-t&Y-2ooO 
510(k) STXrmEm 

DEVICE: KUMEDICDPANERvE fxcmamImNEEDLE; FczYMEmcupcNEIivEsI 

SE DEXXSICN MDE: 02-AUZ-2CCIO 
510(k) SnamENf 

DEVICE:EXTENDEDSTRAIG-n?~ 
SEDECISIoNFADE:O3-EEB-2000 
510(k) iYmm%mc 

510(k) SObMARY A- FiUf FDA 

DEVICE:GowNE@X,MJXL13-403N;13-4O4N;u-4o5N 
SEDECLSICNMADE: 20-JAN-2000 
510(k) S AVAIIXGi FIQl FDA 
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TECNB (Pw.)LTD. 
l%TN:SUSWD GoLixmwm 
55I@zmtmNHLM.,~200 
Glumr NEXX,, NY 11021 

510(k) NJ: KO02257 
Fl33E I?3 : 203-431-1511 

DEWICZzTWN?DISKBBlX w pIzawxL, mEL 1!50-x0 
SE DECISION MADE: 19-CCl?-2OIX 
510(k) SWd?GtY AVAIIXUZ FFuX FDA 

?Mx)DIXNXl?ICS 
NoA504-5ooB 
ATI!NzDINDoGiRRlIU 
4925 EAST HOWERAVE. 
ANAHEIM, ca 92807 

SEDEXXSI~MADE: 20-JAN-2000 
510(k) SINmEWr 

=DiXt?XTICS 
ATINzDIMx)cARRILu) 
4925 EMT HUNlEFt AVE. 
z4rmmIM, CA 92807 

510(k) m: KcXW67 

FT-KNE~: 714-693-7788 

510(k) N3: -102 
FT33lE No : 714-693-778s 

DNCE: Grxm~ (V) LIQUID -, mEL G518-I.50 
SEiDECIsImMADE:Oe-~2OOO 
510(k) smmmimc 

lEK-, INC. 
ATINzJCHNAHX'F, 
98RAILRXDDRlVE 
B, PA 18974-1454 

510(k) m: KOO2404 
PfiBINE Iv3 : 215-364-4941 

DEvIm: MI-, mELI 319 
SEiDECISICNMADE:30-a2000 
510(k) ,mmmWr 

TEWEDIC (M) SDN F&l0 510(k) ND: K994250 
TEtmLrEaLImcLAIM(5o~-cRLEss) 
ATTN: XDK-KEE E3x PI-K@E NJ : 703-941-7576 
6324MfGXImHxlsEWAY 
ALEXANORIA, VA 22312-1718 

TEXMFDIC (M) SDN EHD 510(k) m -555 
wImFFuyiEIN&mmLABEL~ cwrAINs7~mLesso 
ATnk ILu.xGKEE l3z.N EKNE KI : 703-941-7576 
6324 l4EElTE l3XSE WAY 
ALEXANORIA, VA 22312-1718 

TELmYNfI ANALYMm IN- 510(k) No: ml095 
, F@&fEO, RC??lMED, Tl, T2,T4, T7 & UEOl.30 
2rIlN:m KBAJAVI l33XIE BXJ : 626-934-1502 
1683ocHEsINuTsT. 
CITY OF JBDusmY, CA 91749 

TELEDYNFI-c TEcHNcBxx3IEs 510(k) m: K990403 
ATIN:RziY KHWAVI lT%NE NO : 626-934-1502 
1683oa3Es!mm~ 
cITYoFm,cA 

LtT!mENusAsDNBHD 510(k) m: KOOO178 
AT-m:- Im FT3z.m m : 609 773 5133 
1&4IAN8,PEXmL?BCHEPA2 
INDU- ZONE, 
-=,-I 

DFXICX:TEKMEDIC~ER-FRFELRIEX ExAxmEIoNmmnQ3N 

SE DECISION MADE: 07-FE13-2CO0 
510(k) s?CmRmw 

SEDEcISICNMADE:f2-AFQ-2CXN 
510(k) .tmimma 

SEDECISIONMADE: ~O-JUN-~~~O 
510(k) fnTSm@W 

DEmcx:!cm2Om7oxYGmz.%xrrm 
SEDECISICNMADE: 03-FE6-2OCO 
510(k) ,smmmtm 

DEVICZ:Nuzck\TENITRILZ &tzxlRxCALm,p(IGalERED,m 
SEiD?ZCISICNMADE: 23-I&W-2OCXl 

510(k) SUNGBY AvAILplBLE FFUH FDA 
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!mRUmMEDI~~m 
!UCi?l?DEBCHMWZ 

510(k) No: K993772 
-mIR 

ATIN:GARRYAUJJKUWY F'KNEN3: -283-7866 
l.25E&mR7w.IFaD 
ELKKN, MD 21921 

TERUmMEDIcAt~m 
ATIN: YUK-m Iitswls 

510(k) ND: KDOO387 
FT-KNE ND : 410-392-7213 

l25mUF4FsLLRxD 
ELKTON, MD 21921 

TEmJmmI~~oN 510(k) No: KM)1474 
A!rlmSANDIHNma liTxNl3 ND : 410-392-7243 
125EuJ!?aEnLLFaD 
EiTmx, MD 21921 

SE DECISI(I\I MADE: 05-.JUN-2ooO 
510(k) SWMARY AVAILJWZ FICN FDA 

DEVICZ:TERUbD~LE~~- 
SE DEXZISICN MDE: 02-MN-2000 
510(k) SiJM%RY Am TiWM FDA 

DEIIICE: l'ERUMBU--100 INSOLJNSYRRG 
~DECISICNMADE: 09dON-2000 
510(k) SUMM?BY AVAIL?BW F!RM FDA 

!rEFulmMEDramm 510(k) NJt xDo2026 
RllRGARRYAfXtRNEY FT-KWND:800-283-7866 
l25EKmElAuRxD 
-, m 21921 

!t!EmmMEm~ccwFQRATIcN 510(k) lW: KO03424 
XMN: YOK-m LTiwIs PEENE m : 4X3-392-7213 
l25EwEl?AumnD 
ELJKKN, MO 21921 

TEXAS - FKR B D510(k) mz KC03265 
ATIN: H.O. PIE%N E'JXNS NJ : 361-526-4699 
702 (2SXE SllREFT 
REFCGIO, TX 78377 

TFXMEDICZGGRTJP 510(k) W: x991647 
ATIRJOLIEAEWWtCM' PHXE IT.3 : 603-532-7706 
!rAmPlmsPARK 
m,NHO3452 

TFXMEDIC7GGFCUP 510(k) m: K992664 
ATIN:JULIEA~ HxrJE FO : 603-532-7706 
mLLPINBPAFx 
JAFFREY, NH 03452 

TFxMmIcnT.l,INc. 510(k) m: K993191 
A!tTN:JULJAABEiNWNC pEx;wE ND : 603-532-7706 
TNLPINESPAFZ 
JiWFREX, NH 03452 

DEvI~:cAPIcx AKlmuALmTER 
SEDEZISICNMADE: 06-SEP-2000 
510(k) ,!WM!MY AWCUAEiW = J?DA 

DEvIcz:PlNNAcm R/011cRRADIFoous~I1 
SE DECISION MADE: 21-NCW=-2000 
510(k) SUMdWf AVAIIMIE ti FQJ 

DEVICE:CLENGR/~ LMIT, KBIEI, 1600 
SEiDECISICNM?iDE: 22-DEXh2CQO 
510(k) SUMWiRY Am F'ECM FDA 

DEVICE:TJ?XMEDIC!&~KI!r 
SEDECISICNMADE: O~YJAN-~~~O 
510(k) .SLWAFY A- FRZM FDA 

DEVICE:TFXMEDIC&S!LYLETc.Ntmm? 
SEiDECISICNFADE: l3-AER-2000 
510(k) SQWiFtY AVAIL?BW FFCM Fm 

DEVICZ:TE'XMEDIcAtINIRCDUc!ER~ 
SEfDEXJISICNMADE: 24-F&-2000 
510(k) iCZM?MY AVAIIABLE: JZC&l EDA 



~ADDREssLI~~(xIRH-~ (=I 510(K) - CR 510(K) - 
EmJ?INALDEmsIavSRENOEmDDuRn?s?HEPERIcQo1~2Ow~ 31-DEc-2000 

TFxMEDIcnL,INC. 510(k) No: KOOO665 
ATIWKARENNWJBWXWSKI FTXNEi I\x) : 603-532-7706 
TAXPINESPARK 
JAE'FRW,NHO3452 

THAI r?PKN RUBEm mX%StRY Oo., L510(k) m K994095 
ATIWELIJChRIFR FfxxE m : 9194447040 
l219LrrlmE~RD. 
DUPHAM, NC 27713 

THAINIPEmRuBBERINDusllRy OX, L510(k) ND: KOOl978 
ATIN:ELIJC%KCER pH3NE Ex) : 919-544-4098 
l219LlxTLE~RD. 
DURHAM, NC 27713 

SHAYW MEDIW cznRP. 
XiTtQDAVIDTSLADEK 
4575 sculHpAu)vERDERD., 
ciuITE 337 
TCJCSX, AZ 85714 

TfEANsPr+Lls~, INC. 
ATINz WJILIAM E ANSPZXI-i III 
4500 -IDE DR. 
PALME?EAa.zGARDmS,FL33410 

'IHEBINDRGS?XE,LTD. 
ATINtJAYHGEZER 
E?m!?icmR,~600 
2425 WEX' CLYME'IC n 
siAtmimc4, cli90404 

THEBINDII'GSITE,LTD. 
Xl'!UbJNHGE&ER 
Ewr!limER,surrE600 
2425 WEST OLYMPIC m 
+!zaNrAmcA, ca90404 

!WEBINDJXSITE,LTD. 
ATIW~HGEXER 
EAsTtl,umR,suITE600 
2425 WEST -1C BOULFVARD 
SANrAKpvIcA, CA90404 

TFlFaBINDlXSITfZ,L'ID. 
ATINzJAYHGEZGER 
EEn7.cxa!R,~600 
2425 WEST CfLXMPIC EWLEXWD 
sAt?J!Amm, ca90404 

510(k) ND: K393101 
FKNEBKJ: 520-7-5393 

510(k) EFD: KOO2903 
lXlNEiN3: 561-627-1080 

510(k) ND: K991801 
PICNEND: 310-449-I399 

510(k) EFD: K991802 
pEEB\IE m : 310-449-1399 

510(k) m K991803 
Fmm No : 310-449-1399 

510(k) No: K991804 
H%cINE m : 310-449-1399 

DEVICX:TFXMEDIC?iLSAFEIYNEEDLEwIM~ 
SEDECLYICNM?!DEi: 02-MAY-2000 
510(k) SUMARY AVAILNXE JXM FDA 

DEVICE:Ll4TEX~ 
SEiDEiCIS1CNM7iDE:18-JAN-2000 
510(k) SUMMMY Am m FDA 

510(k) SUMWY AVAILXZE F'XM FDA 

DEvIcm LYlmaIm 
SEDEx3ISICNbFiDE: 26-CCT-2000 

510(k) +S'MmmC 

DEVIU3:ANSPACHANGLEDMI-- 
SEDEcISIcNMxm24-CCr-2000 
510(k) SmBWXWs 

D'EVICF,:B~ ANTI-B2GPlIGGEmTEsrKIT 
SEDECISICNMADE:05-MXY-2OCO 

510(k) SmI.mWT 

DEVICE:BINDAZW@ ANTI-B;!GPlIGAEIATESl!KIT 
SEiDECLSICNMADE: 05-+!AY-2000 

510(k) s?rMmmC 

DEVICE:BlXXGYME ANMB2GF'lIGMEIATEsTIQZC. 
SEDECISIcNM&DF.:05-&!AY-2ooO 

510(k) ZZ7QmEW 

DEVICE:BlNWYMfZ ANM-B2SCREZNEIATE5TKIT. 
SE DECISICN XADE: 05+AY-2000 

510(k) STATEMENP 

&JAN-2oc 
Page350 
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!UiEBINDINGSI!TFi,L?D. 
ZStTNtJAYHGEUtE!R 
wEsT7sx3R,suITE4ooo 
2425 WEST CWMPIC XULEVAW 
SANrAmm, CA90404 

TMFaBINOlZSITE,L'ID. 
A!l'IWJAYHGELLiZR 
wEsrlmER.sIJlTE4ooo 
2425 i+lESl! WIG BXZEWRD 
Is?wlAK3NIca, CR90404 

lFlEBINOINGSlTE,LTD. 
RI'IXJAYHW 
wEsl!!trmEEt,suITE4oo 
2425 WEST OLYWIC - 
SANrAma, CA90404 

MEBINDlXSITE,LTD. 
ATI9JcJAYHGEUER 
wEsrTmm,~4oco 
2425 WEST CUME'IC KULWARD 
SANIlAmcA, cn90404 

T!HEBINOIlGSITE,LlD. 
ATl%J?UHCGEUER 
wFlsr~,~4000 
2425 WEST cXWl?IC E3XWWRD 
LsiANmmm, al90404 

!LBEBINDII'KGSITE,LID. 
A!tlWJAYHGEUJZR 
wEsr’II3wER,~4ooo 
2425 WEST OLYMPIC BXUWARD 
SANrAma, CA90404 

'IfZBINDIFGSITE,LID. 
KIT 
ATlNzJ?ZHGEXLEX 
wEsT~,sulTE4ooo 
2425WESC OLYMQIC- 
fsAtaTi=cA, CA90404 

THEBINDINZSI.TE,LTD. 

i$WAYHGEUZt 
WESTWER,+t+XXTE4ooo 
2425 WEST CLYME'IC BXUVARD 
sAt?rAma, CR90404 

510(k) ND: KOOO701 DEVICX:HUM7NIGGSU5XASS KrTusFlwITHTHE -mmm 
PiYKmEi m : 310-449-I399 SE DECISI~MADE: 27-APR-2000 

510(k) No: KOOll27 
x23mEi No : 310-449-I.399 

510(k) b?& ml556 
pt93NE ND : 310-449-1399 

510(k) 1uo: KOO1636 
PfmE ID : 310-44~I.399 

510(k) 1uD: KCQ2560 
pI.lnlE No : 3x3-449439 

510(k) ND: KOO2561 
El-EiuE m : 310-449-1399 

510(k) ND: KOO2563 

PHONE m : 310-449-1399 

510(k) ND: KC02564 

lT%NEi No : 310-449-1399 

510(k) SIWmExC 

DEVICF,:ANcACQMBIDlXXXM cIaTwITHIF-AIM~ 
SEDECISICNMADE:30-AU&2000 

510(k) S'mmMNr 

DEVIU?,:HEP-2ANATESTSYSZMWITHIFAIM~ 
sEDECISIONI49DE: 214%X-2003 

510(kj STAZWNT 

DEVICE:C-PEXITWi F9cnmN-KIT 
SEDECISICNMADE:24-AU.G2000 

510(k) SaYmm?T 

DEVICE:SHEEPANK4Ul4ANIGETCWOlW~~ 
SEDECISIONMRDE: 264X-2OCO 

510(k) S'AmaNT 

GmDEKm 

DEWICF,:SHEEPANTI-HWANIGDlM4UNOJ?lXQI~ 
SEDECISIQNMF!DE: 264X%2OOQ 

GRADEKm 

510(k) ,STXWNT 

DEVICE:sHEEpAt?Mw-I-lUMANLAMBDAFREZELIGRl!CX-lAlNIEPIUNOFIl(ATICN(=RADE 

SEDEZISIoNNiDE: 264ZG2000 

510(k) ZiTmEmW 

DEXlYCEzSBEEPARTI-HOMNKAPPAFREELI~CHAIN~~GRADEK 

SKDECISICNMADE: 264Cl'-2000 

510(k) SlXmmaY 



fsu3cnmADDREssmmmcDRHm~ F-E) 5lOW - CR 510(K) - 
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mFl-~~ 
ATIWFLOYDGLARXN 
4329 GRAYKH mm 
SANDIMx),cA92l30 

THElG5EmrI~- 
ATIN:MARYANN IzRANEi 
87CN@RIZEPAEXDRIVE 
cXMBmXs,mO2140-2387 

nEHYMEDczKxJPocwp. 
ZYl?IN:ANITAM- 
l890 - DR. 
m, PA18015 

!uiEKENDALocMpANy 
A!mkREGINA YEH 
15 - fiTDEE 
M.FmFmm,mo2048 

m KESIIIW 034PANY, L.P. 
i%TNzDAVIDAOKXIN 
15H?wSHIm SC. 
MANSEmm,MAo2048 

TI-lEKPPGmm 
m:(;ARy WERscHMmr 
930 IWGWKEI AVE. 
cta!mIo, c!A 91761 

!l.?mKmGmJP 
ATm:GARY wERm+mT 
93OWWWiBERAVE. 
a?m?Io, ai 91761 

510(k) Ex): KWN.337 
pK%\IE ND : 858-7924235 

510(k) lWz KCXl2350 
PI3XE PD : 617-665-8737 

510(k) ND: K994339 
WI?3: 6X-865-9876 

510(k) hK): NXXXB7 
pH3NENo: 508-261-%00 

510(k) Wz K990530 
EWXElNo: 508-261-8530 

510(k) m: KOOO152 
FmNEim:909-390-9080 

510(k) m: KCW343 
pH3NE rm : 90%39cHo8o 

DEVICE:DANIELS--SHARPS- 
SEDEXXSICNMADE:05-JUL-20 
510(k) StBMRY AVAIUUXE FKN FDA 

DEVICl3:REFFCCO-- 
sEDECISICNM?C)E: 05XCI-2000 
510(k) SUMWiRY AUUIABIE FFXN FaA 

DEVICE:HYWRECRATi/HYCURECWiLSMAFB!GEXa 
SE DECISICN MADE: 22-MaR-2000 
510(k) iTCAmmQ 

16-JAN-2Oc, 
Pat+ 352 

DEVIC.E:MARINKAR~uBJIEN -,mELl2FR 
SE DECISION WE: 17-&W&-2OCO 
510(k) SUbWiRY AWdL?BLE FKM EDA 

DEvI~:~mANrIMI~IALGAuzEDREss~ 
SEDECISICHMADE: 31-JAN-2000 
510(k) SUhMRY AVAQXKE FRX EDA 

DEVICE: IclxMED I.V. t+ntmmm 
SEDEXZISICNMADE: 29-F'EB-2000 
510(k) SATmB?T 

DEVICE:NACY-ADP 
SEiDECISICNM!iDE:O1-M?iR-2000 
510(k) sI!Km@W 

THELARYWE%MASKo3.,LID. 510(k) MX K991580 DEVICE:ILM~TuBE 
IYrI!N:mBERTGAINEs mPER EtXW NO : 001 357 267oooO SE'DECISICN NE: 04-FEE!-2000 
l2300-PARKWAY 510(k) SUbWiRY AVAILAEU FKM FDA 
HXKVXLQm20852 

THELllmaYucx3., INC. 510(k) m Kooo529 DEVICE: LIFESTYLF, Mv2 (TM) !Lxxuc ( FTlmfKm) SOFT (mm C) MuLTIli 
aaLcrIxmcc~m~~(~m~) 
iYrIN:- RIEHM FKNEND: 732-972-8585 SEDECISICNMADE: 21-&4R-2ooO 
712 GINESI DR. 510(k) SIJMhRY AVAIUBLE JX&l FDA 
B, NJ 07751 



Eiu3ammADDREssLIsI1IEx:FoRalRH~~ F'Q 510(K) sOlMWX3 OR 510(K) - 
FURF'INALDELZSICNSF@NOEWD DURlNG'iHEPEBICD01-JAN-2~THFUZWH 31-DEG2OCO 

Z-E clLmEvs oETIc7AL CD. 510(k) m: K993041 
IFSAND-~ 
ATm:FtxEKr sHIJ?F ,lqrnJE No : 973-227-1830 
ll29BIlxlMFIELDAVEL 
wEsrcz!cmmL, NJ07006 

moLYMeus~~m. 510(k) ND: KOCGO95 
ATmLFmA -m J?i-KNEND: 

.TFUmDRIVE 
MEL-, NY 11747 

aFxa~CENTERDRIVE 
MEL-, NY 11747 

THEcI3xmJs~~o3. 
m:LAuPA SIURMS- 
TWJCC%QWtBDRIVE 
MEL-, NY 11747 

THEOLYMPUSOFTI~O. 

PXBENO: 631-844-5688 

510(k) m KOOl.241 
pH3NEm:631-844-5688 

E,MBELXCF-QMOL/~ 
zmN:LAuRA tsTKms-= 
m--DRIVE 
MELI, NY 11747 

mEEf-mmx~, INC. 
ATI!NzZOSHOARLEVY 
2727 Sl!A!IE RXEE 29 
GREZBWICH, NY 12834 

THEpREcIDENIl~ 
ATm:wENDY BEZIATE 
2OOwww 
4364sovM=A= 
DmmM, NC 27713-2280 

n-E-Q)oup 
/sTrM-sENs(;IR 
ATIN:RIa-mRD I-tzBmN 
2zdixumxoJvE 
DuxwIw, MA 02332 

THE-GWXTP 
Ts2Om 
ATIWRIU-IARD I!I3moN 
2l.!lumsm 
DUXEUJFZ, M?i 02332 

510(k) W: KW2749 

EKNENo:631-844-5688 

510(k) ND: KOO2E340 
EJEKNEND: 518-692~ll90 

510(k) No: xMx)140 
PI-DNE NJ : 919-361-2286 

510(k) ER3: I(993976 

EWNE NO : 781-582-2328 

510(k) IQ KM)1515 

EmE N3 : 781-582-2328 

SJZDEYJISI~MADE: 3O-MAE-2C00 
510(k) SUMMWY Am = BDA 

DEvIc93: cB;yMEus fixmxmc~m39OOsy~ 
SEDECISICNJE: 26-SEP=-2000 
510(k) SM@RY Am FRZN FDA 

sED~SICNMADE:26-MAY-2~ 
510(k) SUMARY AVAIUWE FIMM FDA 

DEWICE:EVISEXEPA mm.m-Q1mAL/rAND PCF-16OAzJI 
sEDExxs1cNbmx: 09-M?i.Y-2000 
510(k) SL&MRY AVAILAEU = FDA 

SEiDEZISICNN?QB:O4-DEiG2000 
510(k) SW-lARY AVAIIZWZ FZM EDA 

DEVICE:MARKS~PHANICM,~~~ 
SF, DEXZCSICN MADE: 17-NOV-2OCO 
510(k) m 

DEVICZ: CLINI-DENr 
SEDECISICN&BDE: 03-MW-2000 

510(k) SLEWBY Am F%N FDA 

SEDECISICNMADE: 22-FE6-2000 
510(k) SOMARY AVAILAWZ J?FUN l!DA 

SEDEZCISImMADE: 31-JOL-2000 
510(k) SOMMARY Ava9ILbBtE FRZM FDA 



“. 

suBMITwADDREssLI~~cDRH~EQUIVAI;ENT (=I 510(K) - CR 510(K) - 16-J?w-20,. 
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m FEXEXCS OI? 'D-E UNIWPSI!CY OF 510(k) N3: XxX026 
ATlxs8EIIA - pH%IEm:508-6420434 
49 PLAIN t?zREzc 
lKX?!EI -, MA 02760 

TBEsADNDmm 
ATIN:-G- 
4250 KREX DR. 
CHASKA, MN 55318-3047 

510(k) ND: KOO17l.2 
pJxNE I?3 : 952-368-9214 

THE Y~IEBIUI DHVBL MFG. a., LTD. 510(k) rm: KOOO577 
AM-- 
ATm:KIYosBI MGKCDA PH3JE IW : 813 363 I.2165 
l-36, -, SUMIDA-Ku 
-1 

!IlHEmNm1a 
A!ENzLUlQS EISEFMNN 
llOOl?XAA~ 
I3?mmam, CH 44203 

NI'I&LUKASElSEM74W 
1100lUXiAVENU.E 
l3mmucN, CH 44203 

510(k) IW: K994383 
FlxlNEi Iv3 : 330-753-7451 

-, INC. 510(k) ND: K992684 
A!I!WEVEAOONNER FixmE No : 510-749-5400 
l36osuuEI~DRIvE 
AT.mEDA, CA 94502 

-, INC. 
A!TlW~ACXNNER 
1360 tGU?-iH LCOP DR. 
ALzaEDA, c7i 94502-7ooo 

-, INC. 
A!J.TN:EvE azNNER 
136OsouMLaoPDR. 
AIAMEDA, a 94502-7cco 

--, INC. 
ATrN:M7iluus w 
2201Iwlsr awPBELLPARKDR. 
CHIO, IL606l2-3501 

510(k) m If394382 
PEmE m : 330-753-7451 

510(k) mz K-994433 
FfKBE Ia : 510-749-5400 

510(k) hx): KOOO582 
PI-ENE No : 510-749-5406 

510(k) Kh KO02559 
PIDNENO: 3X2-226-2283 

DEVICZ:3D-NZXT 
SEDECISICNMADE:2GJUN-2m 
510(k) SlMdARY AWILAEKE l?KM FDA 

DEvIc33: 3Dw 
sEDECISIoNMADE: 31-AUG-2000 
510(k) SLMARY AVAZMIE FKM liDA 

DEVICE:XXBIDAW?XEPICl'BMINlRHX& CNSERA, SIGMABICHEDIC!SST.GWX 

SEDECISICNMADE: 05-&W-2003 
510(k) zxwmm.T 

DEVICX:A1oM;INEAR!lTAPERIIy:SCREN 
SEDECIS1CNMZiDE:1O-MAF-2000 
510(k) SUbMiRY AVAIIAXE FKM EDA 

DEVICE:lXX%XEiACF'S 
SEiDECIS1CNMADE:04-FE8-2000 
510(k) SLMARY AWiIUBLE FKM ??DA 

DEVICX:EXESZIEBLCCD~~SY~ 
SEDEXXSIoN~E:14-JAN-2000 
510(k) SUMARY AVAIIABU F'KM EDA 

DEVICE:~DZSTA~~~ 
SEDECISICNMADE: 05-MAY-2000 
510(k) ,sLMARY AVASUBIX = FDA 

DEVIC3k~~GuFoslsE- SYm,caTmuOO1 
SJZDFCISICNM&DE: 05-DEG2000 
510(k) SUMiRY AVAIJAEU FKM FDA 

DEVICE:EL-ANAPROFZFSdKl 
SEDZISICNMADE:X%SEP-2m 
510(k) .mmwENT 
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-, INC. 
AlrmKEm MIJummx 
4058FolmEDENw 
-, ca 94545 

510(k) IW: KOO0944 
pH3NEND: 510-782-2286 

LIFmMEE, INC. 
Pi!n!N:KEIM l4LxEmm 
4058FoINrEmNwAY 
I-mwARD, ca 94545-3721 

510(k) No: Koo3183 
FHXENO: 510-782-2286 

-C mamxml??s, INC. 510(k) m: K994357 
ATIN:m WARD PIim-3 m : 813-645-2855 
3234EUALANE 
NwFmrRIaEY,FL34655 

-, INC. 510(k) N% K991684 
ZGlN:R. -FIELDS PFKXIENO: 503-624-1415 
18005rlxm~FERRYRD. 
TIGARD, CR 97224 

510(k) 1x): Koo1524 
F%KNE ND : 740-373-4763 

9Ilxmmw--. 510(k) ND: KM)1926 
LsmKl!maJRvE,-mm- 

A!JTNzlXNALDAMIDDLEBRXX PKEIE ND : 925-847-8600 
6035 -DR. 
pIEh%mN, ca 94588 

WSCORP. 510(k) WX KM31927 
DVEXXI?A(lM) WWULXt AazEss GlvunTs fG$mg--y~ 
A!TlWlXXWDAMIDDLEBXXK : 
6035 - DR. 
m, CA 945843 

TImAMEDIC?aJSY~,INc. 510(k) ND: K992192 
ATrN:GFoFFmY siLmPER pK3NE NJ : 216-521-3.220 
14414DEZXXTAVE, SUITE 205 
L?lm?xD, CM 44107 

-m- oxawsrrm 510(k) m: KOCO745 
CRLESSOFTWALWA!lER~ pl3YImNPERGRAM 

IYIlN:-NW PEENEIIW: 603-472-6600 
360 lxm!E 101 
BEDFCRD, NH 03110-5030 

DEVIC4?,:!WERWGEIMERMpIcxx&SY~ 
SEDECISICNM?+DE:19-JUb2OOO 
510(k) SD&NARY AVAILABU FXX J!DA 

DEVICE:TSEWAGE?HERMpdJx&IISY~ 
SEDEXXSICNMADE:O8-DEG2000 
510(k) SUWW AVAILAEU FFXX4 EDA 

DEXtCE:BMEMLOCK,MalELsswoo6,~~ 
SEDEiCISICNb!ADE:14-=M?iR-2ooO 
510(k) SUMARY AVi%HXEE FI3cM l!DA 

DEvIm:~~poITIlABLE~c- SYSTEM, MaDEL 8001 
SEDEXISICNMADE: Ol-MAR-2000 
510(k) SUMGRY Am FXM FDA 

DEVICE: - SClEWlXCDIRMlp~3NcuBATI%cs 
SEDECISIcNMADE:l2JuG2CXM 
510(k) ZXMfARY AVAILZWX m EDA 

DEVIC!E:WSCULARGRAFTTUIWXER~ awE,KrD(xIEIvE,~cuRIvE, 

SE DEXXSIa MADE: 22-SEP-2000 
510(k) SDWlARY AVAILXEE FlXM FDA 

DEVICX:VECIRA(lX) vZXiUUR~W-~D~,WD~AN 

SEDE%XSI(3NMADE:18-DEC-2~ 
510(k) SUbNARY AD m FIlA 

DEVICZ:AIRPlIMMASK, l.srmL !Jiw3-900 
SEDECISICNMADE: l2-&SAY-2000 
510(k) t3mmmW 

DEVIC!E:SENSIGRIPLA!I!EX ExI4m?mm~,m~~200~ 

SE DEXZISICN MADE: 03-MM-2003 
510(k) SUbWRY AWILABLE FRX J!DA 



suBMITw-LI~FcRcoEw~~ W) 510(K) F3DMWXS CR 510(K) - us-&N-2i, 
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TILurrscNmw oImaW?Im 510(k) ND: KOO2720 
EMcLx3ELJx~(2ooMI~ CRLESS)MADEFFCM~ 
A!JXN: F.W. PERRELU PIENEIW: 603-472-6600 
360 Rmm 101 
BED-, NH 03110-5030 

sEDEcIs1oNMADE: 09-Nw-2Om 
510(k) SUMWCY AVAILABL FXM FDA 

!rISsuEMEDIcALIAsERs,INc. 510(k) 1x): xM30317 DEVICX:SPlXXPA-VRM n ND:= LASER SYm, f5PEcmA-m 
A!LTN:lxam ?iuRmmI FTxmEEx):505-82~508 SE DlXXSICN MADE: 27-ocT-2000 
4432 ANABFXM AVE., N.E. 510(k) SUMMARY AvALI;ABL F'XM FDA 
w, IQ4 87113 

TISSUE--, m.c 510(k) Pm I(992556 
ATIN:I-KHlRDM~IN l2KNE IW3 : 2026375600 
7l24L?iJcuABLvD. 
LAJcIcm, ca 

DJWIC!Ei:PERWXZ 
SE DJXCISIm MADE: 17-FEB-2000 
510(k) SUbMARY AVAILABU Fwrpl FDA 

TISSUE mm, INC. 
lxrTN:JEssE KRAMER 
l37oGEtEENsr. 
SAN FRANaxD, CR 94109 

510(k) 1JD: KOOO849 
pIE%IIE No : 415-885-6269 

DEVICFd:SOFE?WMFi42UG- 
SEDECIS1CfVMADE:19-MY-2000 
510(k) s?IMmEW 

TISSUE -IEs, INC. 510(k) m KOO2071 
IFImm ImR fi7m?msmsuIuRE~ 
ATrN:JEssE KRAMER FFKSE No : 435-885-6269 ~EDECISICNMADE:~~-JW.P~~ 
1370 GREEN tcn!Fam 510(k) m 
SAN Fl?AwEo, CA 94109 

!rI~MEDIcaLINc. 510(k) m KOO2680 DEVIUZ:!MSSUEMNK VFLaBTllx3BAIJL' 
A!mv:l3zsERm lMcMpsceJ EFDlEND: 603-742-1515 SEDECLSICNMADE: l3-NCW-2000 
aa-- 

i?z&%o3820 
510(k) SUWARY AVAXABLE F'ICM FDA 

TIssuELIM(MEDIcAtINc. 510(k) ND: KOO305 
A!IlwFxxExmL~ FHXE At3 : 603-742-1515 
cm-w 
fiuI!D3400 510(k) SUMARY AvAILABLe FX%S EDA 
KxYvim,NH03820 

TIVAMEDICAL 
i.YrlmJIMm 
2157 VISTA IA NISA 
ciTmuBm, CA 92009 

510(k) ND: K990331 DEvIcF4: -vALm 
Fr-ENE m : 760-943-8594 SF,DlxISIoNMADE: 31-MM-2ooO 

510(k) ,tmmmWC 

?lx~cs&-cnRP. 510(k) NJ: K984565 DEVICE: !@fc-EASY-302 
A!tlNzSUSWD CXIUBTEIN-FALK FHXE ND : 203-431-1511 SEDECISIC&?bl%DE:16-FEB-2m 
55r?zmmRNBLvD. 510(k) tCZWEWW 
GREAT NECK, NY 11021 
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TDsaMIMAAMERIcA, INC. 
iWIRDANDZJMANEXLI 
2cmMSTREErIw 
SUITE700 
m,Dc20036 

tlmGl33lEsDN. Em. 
ATrN:wlisaAI LIM 
Lo?? 4968 Jiwu 'ImWAI,Bp3cu6 
oFFJALmMEFu,41050KLANG 
-, D.E., 

?mPg-nLITYMFG.INc. 
ArIr?:AKr mfa 
3234 ELU IANE 
NmlxxTRIcHEy,FL34655 

!lmAY D (Brn), INC. 
ATrN:IJ.sAsJcms 
54ooz)LLEm- 
-, TX 77401-5010 

9lCHIER S.A. 
ATrN:DAvIDws(IxLaF 
2OOGREmRYIANE 
SUITE c-loo 
pLLlmsm ?aIiL, CA 94523-3389 

T4CfNER S.A. 
m: DA-vIDw- 
2ooGmxJFxL7m 
SUITE c-100 
plikmaw BILL, czi 94523-3389 

'KBNlER S.A. 
m:DAvIDw- 
2OOcmxxxYIANE 
SumEc-100 
pLEr&mc BILL, CA 94523-3389 

TDRNIER S.A. 
m:DA.wm 
2OO~IANE 
bsunT!zc100 
pLE!smr BILL, CA 94523-3389 

510(k) m -3917 
PsElNEm: 202-261-loo0 

510(k) m: KO01592 
PISBEND: 490 893 2175830 

510(k) ND: 
FHJNEND: 

K993664 DEmcE:zixmmTIcvINyLMED1cAL ExAMINATIoNmEREDw 
603 392 19921905 SE DECCSICN MADE: ll-JAN-2000 

510(k) m Koooo50 
Pl-?.NSm: 83.3-645-2855 

510(k) m 
lFl-Kmm: 

K994198 
712664-6775 

510(k) m: K994392 
HEPUENO: 925-356-2640 

510(k) m: 
HXNElIW: 

K994393 
925-356-2640 

510(k) im: KOOoOO3 
PI-DNENO: 925-3562640 

510(k) m 
&FKNEiNO: 

KO01932 
925-356-2640 

DEVICE:XKOYAMAONeUP-BaMF 
SE DECIXXNWE: 02-FEE-2000 

510(k) eSLWARY AVAIIMLE ?ZCM EDA 

DEvIa: -, -, lIxxuKm 
SEDECISICNb?ADE:16-JUN-2000 
510(k) SUMARY AVAILAEW FRX EDA 

510(k) smlmmC 

DEVICRR3P~C -am 
S!ZDEXXSICNbBDE: 27-JW-2ooO 
510(k) SUMMRRY Am EFCM ZDA 

510(k) SLEN-W Am FRX m 

DEWICZ:~SSHXlIDERFRXXURESYsIlEM 
SEDECtSICNMl+DE: lO-MX-2000 

510(k) SUMMaRY AX4IUBIZ ERX EDA 

DEVICE:AE$$RUS --ERGLENOID 
SJZDECISIoNMADE: 22-JUN-2000 

510(k) SDMARY Am FIUX FDA 

DEVICE:!lXXWBR'IQBLELB(Iw~IS 
SE DECISION MADE: 02-OCL2000 

510(k) SUMl?BY AVAILWLE FMX FDA 

510(k) .!%M&RY AVAILXUZ FRM FDA 



-ADDRESS LIISMMS Few QDRH - m (SE) 510(K) fX@NMES CXX 510(K) SFXmmbm 
FclRFIN?&DECISICNS~EJWiJRNTMEF%RIC#JO1~2OOO THfCfXX31-DEG2CCO 

lXXNtER S.A. 
2aIN:Dj?s7lDw- 

510(k) IW: KM)3728 
Fi-3383 No : 925-356-2640 

2OOGmmRYLANE 
bsuImc100 
PIE&SWC BILL, Cl4 94523-3389 

IIl%gJIER, INC. 510(k) m: IX994041 
rn:~rnWscHLFRF PKNEND: 925-356-2640 
2OOGREGmYLmEi 
zxJI!lEc100 
- BILL, c?h 94523-3389 

TDSHIBAAMERXX MEDICX SYS!tW$ 1510(k) Wz x002424 
Xt'INzDIANZiTf3JRXN lGTxNEN0: 714-730-5m 
2441MXXEXU DR. 
P.O. Eat 2068 
Ti?USIm, ca 92781-2068 

-AMERImMRI, INC. 510(k) ND: K993574 
ATImmNNEHMER PI-ENEi ID : 650-872-2722 
280IlTAHAVE. 
scumsAN-, cA94080-6883 

!lDsm3AAMERI~ME?I, INC. 510(k) m: K993803 
ATImKEN NEEmR PI-KW N3 : 650-872-2722 
280UlMAVE. 
!xxIuisANFRANcIso, cA94o8oaw 

!LxEBrmAMERImMRI, IN!. 510(k) m KWO549 
ATnJ:KEN rlEmER FKNE ND : 650-872-2722 
280UlWAVE. 
cxI#IHsAN~~,ca940806883 

!ltxamAmcAMRI, INC. 510(k) IQ KO02522 
ATlN:Eaam cs?m PI-KNX IW : 650-872-2722 
280UIAHAVE. 
soLRHsANFRANcIsoo,cA94080 

-mc!AMRI, Dr.. 510(k) IUX KO02531 
ATlN:KEN NEWER Pi-DIE IV3 : 650-872-2722 
28OUI74IAVE. 
socRHsAN~so3,cA94080 

ttcnlALmIc!AL~~ MzWGmE51O(k) I\x): KG01947 
ATm:rxN BEAvEFts EKNEIW: 407-788-6353 
407wEmx4SPRmGSfMAD 
SUITE 301 
ixIKNXD, FL 32779-6907 

DEWICE:&SXXFICATIONTo AEIaars~ER-sYsTEM 
SEDEXXSIoNMhDE:2O-DEC-2ooO 

510(k) SLNGRY AVAILAEU FIof ImA 

DEiVIGZ:TCRNIERBIFCX.ARRADIALHf%DPi%XmESIS 
sEDECISICNMADE:31-A11G2ooO 

510(k) SWWARY AWULABLE FLXM J?DA 

DEVICJ?,:3DANGIaXW'BI CIMXIbK+SYSZ?#l,,ELXLDF-1OOA 
SE DECISICN MADE: 27-OCl!-2ooO 

510(k) St&MARY Am m FDA 

DEmcE:oPAFc/FmmA,oPARl?/PIummzA, OFWU?/PW 
SEDECISICNh?ADE:1S-JAN-2ooO 
510(k) SWWiRY AVAIL?WZ FiX.N ZDA 

DEvIcE:l!xcmAmwI?HPIANISSm 
SEDECISI@JM?iDE:O6-FEE2000 
510(k) SUMlAW Am FXN l%A 

DEmcE:oPm,mxLMKr-6m 
SEDECISIONMADE: 2O-AE'R-2ooO 
510(k) SUWiRY Am m FDA 

DEVIE: OPART, mEL MKr-600 
SEDEYXS1CCJM?iDE:25-OCr-2000 
510(k) SCMYARY AvAILABLe FXM mA 

DEVICE: EXCELARTWIl.HPIANISS~,~ELMRT-1~1/P3 
SEDECISICNMADE: 26-OCC-2000 
510(k) SUMMY Am m FDA 

DEVICE: T.I.M.S., VERSICN 2.00 
SE DECISICN WE: 22-N-X-2000 

510(k) CiDHARY ALWLABIE FXH m 

Page 358 
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!lKmEm (Pw.),LTD. 510(k) m 
ATm:AE!DuL GHAEKR PENEND: 
52-B lNXTRZ& EXZXIE 
P.O. Bax 108 
s-, 

TRAcAKm, INC. 
m:KEvIN WALLS 
777 s. - BLVI). 
BrJxs.2. SrE. 102 
-, a, 80226 

510(k) m 
PKNEIV3: 

!WADIm CrNSULm AND DIStWBUEXlO(k) Nz 
Xl'IN:MAINMGHAZAL PIKNEiND: 
157 - DR. 
a.TmGo, IL60046 

TR?mX aXSULTAtTl'S AND DImlO ND: 
A!ITN:MlYLNMCHhZAL PEKNEN: 
l57wINmAbmDR. 
CWICCPM), IL60046 

TRADm UXXU7NS AM) DIiXWBWXXlO(k) m 
A!lmkrnMGHAZAt PJXNECD: 
157 wllUNK% DR. 
a-II=, IL60046 

'IWaDING UXSULm AND DImlO bK)z 
ZYlTN:MAINM- PI-KNENO: 
157 - DR. 
a-lrm, IL60046 

!tFADIW UXSULVNCS AND D-lo(k) Nz 
RI%NEWM- FTKNEiIW: 
157 WINDDANCE DR. 
a-II=, IL60046 

'ITWING cXNSUL'I7N!S AND DImlO NX 
ATIN:MAINMGBAZAL H3cNEND: 
157 WINXXNZ DR. 
a.lxzm, IL60046 

TRANsmIc SYm, INC. 510(k) mz 
ATIN:bmRKs- FJFENEW: 
34DT3lx.xMILT.IRD. 
WAEUGNRD.BUSINFSSPARK 
I!lHAa,~l4850 

la01818 
92 432 553231 

510(k) Smm@m 

KOO1835 DEVICE:lRV2OCQINDIVlDUAL -0NALacLFl 
720-962-5412 SE DMXSICN NE: 11-X&2ooO 

510(k) sYm!mGW 

K993997 
847-265-7676 

DEVICE:ZULYPR0PYIiENE 
sEDE%XSICNM?QE: 04-FEE-2000 
510(k) SUWRY AVAIIABU FiXN EDA 

K993998 
847-265-7676 

DEVICZ:NYKN 
SEDECISICNMADE:O4-FEiB-2ooO 
510(k) m AVAIIABU F'FXM FDA 

K993999 
847-265-7676 

DEVICX:SILK 
SEDEXXSIoNMADE:O4-FEB-2000 
510(k) oX@NARY AvAlzABJLE FRX FDA 

K994ooo 
847-265-7676 

DEvIa: FxzaEmm 
sEDFCISICNMWE:O4-FEB-2OOO 
510(k) SW@RY AVAXABLE FFQJ FDA 

K994col 
847-265-7676 

DEWICE:lXX.%LYaX,ICiZID 
sEDEXXSICNMADE:O9-FEB-2000 
510(k) St&WARY AVAZABLE = FDA 

K994002 
847-265-7676 

DEVICE:PWIN/CX.MICC.XtWT 
SEDECIS1CNMWE:04-FEB-2000 
510(k) SUbWARY AYAIUBLE F'FXM FDA 

KOO2816 
607-257-5300 

DEVICE:~WNSCNIC~IALYSISFUNREVEXZR,~ELBFW~REV 
SE DECISICN WE: 22-N.W2OCCl 

510(k) SD&NARY Am FXN FDA 



SUEWTBRADDRESSLI~;Fcw~ 
FURF'INAT,DEL!ISICNS 

&UNAUXC (SE) 510(K) SWMFUES CR 510(K) m 16-JAN-2& 
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!U?EKDI%XXTICSY~,INc. 
ATm:cYNrHIAc~ 
29299 (2IZMENS RD. SUITE 1-K 
FJESIILAKE, OH 44145 

TREKDITXXXVIC~~,~ 
rncyNMIACKNApP 
292% (XaEMNS PD. SOI'IE 1-K 
-, OH 44145 

TREKDGGMBI'ICSY~,~ 
m-1 
I%Im:cYNIHIAcKNAPP 
292% (ILEMENS RD., SUITE 1-K 
wEzmmE, a3 44145 

!CREKDIZ%XXTICS!BTFMi,INc. 
ATm:cYNrHIAccKNApp 
292% - RD. SUITE 1-K 
-, CH 44145 

!tlu-JEm m. axP. 
ATINzPlTlEEtGLEMIN 
310MfWDI?MN., SUITE 6 
IwYArmP, va98371 

510(k) ND: ml035 
HXNEBD: 440-250-1665 

510(k) plR3: KM31036 
HEB\TENO:440-250-1665 

510(k) m KOO1558 

Pf3ZUEW: &X-216-9036 

510(k) No: Kool573 
FXNFaND:440-250-1665 

510(k) ND: -572 
FFB?JE1x):253-845-8400 

!mTADScJFGI~ TECHKUEIES, INC. 510(k) PIK): Kooo333 
D&WE??U,K)DIFIEDSDWDARD &ExTmDED~,m 
ATm:BRIAN l.5amnN PLXNE NO : 801-231-0197 
7786 -DR. 
SALTLWECMY,uT84121 

!CRlIUMDIXWXTICS,~. 510(k) NOz KOO2511 
ZQTN:EtUJCZHDAVIS ET-Km ND : 207-842-7914 
5l!zwmma 
-, ME 04103 

-, INC. 510(k) m: KCXX676 
SJ!JN. lCEELl210. l210-WI?. 1500-A 
A!LTNiSUSANHG&LE ' FfKNE No : 949-559-5300 
28OlBmRANcaRD. 
P.O. lxx 57001 
IRVINE, CA 92606 

TRIMEDm, INC. 510(k) m Koo2308 
IUMIASERSYSTl%l,moEL~lo-VHPAND1500-A 
ATIWSUSANHGAMBLF: PXNE m : 949-559-5300 
2801BARmNaJm. 
P.O. Em 57001 
IRVINE, CA 92606 

DEVICE:SENS~lS-24MxTRsSU~ 
sEDECIS1CNMADFa:23-M?U-2000 

=-(-I 
510(k) m 

DEVIc.zk SENS~lS-24~Sum 
SEDECISICNMADE: 06-JUN-2000 

ILITYPIATES (V) 

510(k) tXm!EBm 

DEVICE:SJZNSlTITFtElS-24~SU~ ILITY PLATES (QuINupRI=wD= 
sEDEXXSIoNMADE:24-JUL2CUO 
510(k) i?imDWm 

DEVICE: SENSITITRElS-24IpJuRs: Su EaizTrBILrIY- 
sEDEYXSIoNMADE:lS-JUL-2000 
510(k) fimammf 

DEVICZ: E.N.S.I. STBUtGE 
SEDFCISIONMADE: 24-FEtEi-2ooO 
510(k) SLMARY AVAIIAEU FXM J!DA 

mDEZISICN&lADE: 03-MAY-2ooO 
510(k) S'Inmmm 

DEV?XE:FEBLTFiQL 
SE DECISICN MADE: fl-SEl'-2000 
510(k) SUWARY Am FIXX IiDA 

DEVICFC-- Il7sERsYsTEM,m I3xlauMLAsERsY 

SE DEYZISICN MDE: 02-NCW2000 

510(k) ,!XBMRY A'WIUELE FfUX DA 

DEVIUZ:(BmnmsE~ LASERSYS!rEqmELl2lO;~MAxEg3LM 

SEDEcISICtVMADE: 20-DEB-2000 

510(k) tXJMWU! AVAIUEEB F'Fm m 



-ADDmDmaRHm 
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!CRlWTYBICX!EfXUSA 
ATxN:kaYNE KvE;?xoIsKy 
2823 GIRTS RD. 
-, NY 14702 

!tWNITYBIcIIpEcH,PLC 
ATIN:wAYNEi KvExmsa 
PO FDX 1059, 2823 GIKLS RXD 
J7+mmKm, NY 14702-1059 

!lllmmw MEDIaL U.S., INC. 
A!lm:PJ PARC0 
13709 - BLVD. 
mx 19 
-, FL 32615 

!mMmIaL,INc. 
RlmJzmKAHLER 
15858 S.W. UPBR E!amEs FERRY 

& -, CR 97035 

TzMmIaL,INc. 
rYrJx:m - 
15858 S.W. UPFm BOONES EERRY 
RD. 
LAKE atiwEE0, CR 97035 

U.S. BI- CSJRP. 
ATIN:AImR!r FtIrsMx 
cm-BLVD. 
AIACHUA, FL 32615 

U.S. ICJL, INC. 
ATm:TEREsA E!mKN 
25ooSAND~RD. 
-, KY 40511 

U.S. SAFEIY &5aRImBa., INC. 
A!lTN:JAMES GINESI 
l29oEAsraAxLAND PARK BLVD. 
SUnE200 
!mR!l!LAUDERDALE,FL33334-4447 

510(k) hx): K993839 
PI-Km m : 716-483-3851 

510(k) No: ml525 
mm: 716-483-3851 

510(k) ND: Kooll37 
F%fmE m : 519 455 7060 

510(k) IW: K991.296 
HIDNE NO : 90&W-2178 

510(k) ND: K993205 
PI-KNEIW: 503-639-7221 

510(k) ND: KOO1634 
FfZNE ID : 5034394282 

510(k) N% KOOOl49 
EKXIE ND : 904462-7660 

510(k) PIX): KO01768 
EENEm: 859-259-4925 

510(k) ND: K990831 
PIXNFa NO : 954-561-9500 

DEXICZ:ENAPMFlIEELISATEsTSY~ 
SEDECISICNHADE:l2-.JAN-2000 
510(k) tZnxWam 

DEVICZ:C%FTIA sYPHILIs-GELIsATEsTsY~ 
SE DEXXSICN MADE: 29-W-2000 
510(k) fXRMAFZ Am FFCM IFnB 

DEVICE: AEFamAm PLUS VATNED I-lilmm - (‘VHF) 
SEDECISICNM?iDE: 05-JUIr2003 
510(k) iYimmEW 

510(k) SmWRY AVAIIMLE F'FuX FDA 

DEVICE:Boc%wBOX,M3DELPAD5010 
SEiDECISIONMNX:2O-JUL-2000 

510(k) STMmENF 

DEvIc%cpIRDIoGENIIRyEvENT~, mm8470-01 
SE DECISICN MADE: 21-D?X-2OCO 

510(k) SU@~ARY AWILABLE FRX FIZA 

DEVIcmbXXWME-BICGLASS=GRAETP== 
SEDECISICNMADEi: 07-FES-2000 
510(k) SW~ARY AVAIIJWZ J?'XN FDA 

DEVICE:CXCU-FjXPUNCXMPLXW 
SEDEXXSICWMADE: 19-sEp-2000 
510(k) fXJhMRY AVAILXiW FRX FDA 

DEVICE:SWERXMDSAEEIYSYFCWZE 
SEDECISICNMADE: O&MAR-2000 

510(k) SWMARY AVAILXUE FRM FDA 



t’ -ADDREssLI~mcDm-~ (=) 510(K) - CR 510(K) - 16-&w-2L. 
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UEDAAWNXR~CN 
ICE 
AT'IN: E.J. SMI!W 
mFm4341 
cX.WlW, MD 21114 

ULm, INC. 
A!rrN: cImwiEswERIm 
287 EAS!c 6'm sI!REEr 
sp. PAUL, MN 55101 

ULmENr F3axncB, INC. 
RI'IR%XYITEMI%IE 
505 WEST 10200 SceRH 
SumJoFmN,ur84095 

ULm -, INC. 
ATIRXUITEMXREi 
505 WEST 10200 sc#l!H 
smHJcRDAN,ur84095 

UYlRMXDEm. 
ATIN:- MYEFS 
377 RxrIE 17 scum 
HAsBw3u(xHEIQrrS,NJ07601 

UNICZMZBICNEDIcAt 
ATlN:snw YANG 
25951 IA-AVENUE 
LPGUNA HI&s, CA 92653 

uNILENsm.,usA 
TLENS 
~CZWUMTEBOXIEQXI 
1043172NDsr.IwRm 
llAK0, FL 33777 

-m. 
ATIN:EDuAFal ?,mRcY3 
7475 WIsooNSIN AVENUE, 
SUITE850 
F!mkmDA,MD20814 

510(k) m: K993316 DEvIax:uEmuDExSuPERBP-2OOOAlennmmc~ lc5asam~rnDEv 

PI-3mEm:410-451-0639 SEDECISIONMADE: 09=-JUN-2000 
510(k) fXmF%mm 

510(k) In K994230 
FBmE ND : 651-291-7909 

DEYICZ:ULTICAREDI~~ 
sEDEXXSICNMADE:24-M?@-2ooO 
510(k) SDMM?Y AVAIL?%E F'RM FDA 

510(k) bKx K993846 
Pl33NE NO : 801-572-4200 

DEVIUZ:ULW~puTs 
SEDECISICNMADE:16-F'EB-2000 
510(k) SrATQmm 

510(k) Wz K994261 DEVICZ:ULTRATENPTENEWWYK&YCMBZmmE~ 
PFKNE ND : 800-552-5512 SE DECISICNMADE: 02-FE52000 

510(k) caamm?r 

510(k) Ia: -189 DEVICE:FQl 
ETKNF, No : 800-552-5512 SEDFCISICNMADE: XL-MW-2000 

510(k) sxxmamr 

510(k) m: KC02258 DEVICE:ULTR&GUID E CT-GUIDE 1010 
F'EDNE No : 201-727-1703 SEiDECISICNMADE:O8-AUG2OCG 

510(k) SMmKY AVAZABLE m FDA 

510(k) ND: K993784 DEVICZ:UNI(XiE'I' 
PI-8x.E No : 949-362-1772 SE DEZISICN WE: 27-JAN-2000 

510(k) tZXM@RY AVAIlXm FRX ImA 

510(k) Ex3: Koo2408 

FKNE N3 : 727-544-2531 

DEVICE:AXI~F‘LUS(~ A)SOFT(H!iDRXHILIC)&Z%ERIC~ 

SBDECISICNMADEz17-Wl?-2OOO 
510(k) rmmmta' 

510(k) m: K983826 
PHONE No : 301-986-4440 

DEVICE: 3s -a ozimmsTDELIvEwsY~ 
SEDECISICNMADE: 23-MAR-2ooO 

510(k) SUMWRY AVAIUBLE FRZi FDA 



t!nEmnmADDREssLI~mcDRH~~ W) 510(K) - CR 510(K) - X-JAN-20,.‘ 
~~RFTNAT.,DEXXSIC@?SRENDEREDDUFXK+!U-~E~PERIOD~~TJAN-~OOO 'lHXUGH31-D~2ooO -363 

uNIcNMEDIcaT,~ 
?srIN:ANNIE VELEZ 

a., LZD51O(k) FK): Kooo222 
EFDE M3 : 305-629-9339 

I.200 N.W. 78'IH SIlGE!T 
SUITE 110 
MIAMI, FL33126 

UNITED-MEG., ID2 
ED #3018-m 

510(k) m: KO02318 
SERIES. UNITED #5Ox?-MmmR SERIES 

ATINzD#XASAHANBY' 
~~~.. 

F%mE m : 614-759-7333 
2097sclvMHAUL!KNIMAD 
SUITE 109 
oIEUMWS, CEI 43232 

uNMEO~Ic~. 510(k) No: x994078 
ATIN:- LIU E&iE.NO : 886 35 773351 28 
57 PARKAVE. 2. -PARK 
HsINa3u, ’ 

tlNMmP~Coo.,LrlD. 510(k) bK% IQ01718 
zimN:m YEHUA lT33lEN: 626-458-8518 
219 soum FRfKNDAVlZ. 
-, CA91801 

uNITEDPz+cIETcm.,Lm. 
mDANIEL YEHUA 
219 itx3m-I =AvE 
AT.mMBm, a91801 

510(k) 1u3: XXX010 
PHNFINO: 626-458-8518 

UNIXED S'IKCES SUFGICX, A DMSICNSlO(k) No: X000009 
ATm:LuIs NlzsmIm PKt+Em:203-845-1552 
15OGUX7ERAvE. 
KRWATX,CTO6856 

UNITED ,9I!RES SUlGIC& ADMSICX?5lO(k) N[): K000037 
X'INzSEZHASCHJUAN PHDNE No : 203-845-4519 
15OGUXERAvE. 
IKm7?GK,Cl!O6856 

UNIllZ)SlRTES~IC%,ADIVISI~lO(k)1U3:KD0145O 
ATIW CHRI- AGRAHAM HrKmplx3:203-845-1390 
150 GLCMZR AVE. 
m?WATX, CT06856 

UNITED STATES SUFUXCRL, A DMSICtCXO(k) f%.h F.001895 
ATINzERIKAJMlLLER PfKXE ND : 203-845-4501 
150 GUNER AVE. 
mRWXK,CTO6856 

DEvIa?I:uM-L25 
SE DECISIm MADE: 19-AE'R-2000 

510(k) fZTm%im 

DEVICE: UNITED #10X?-FREEDa SERIES, UNITED #2Ole--axmv -,- 
SE DECISICNMADE: ll-oc'r-2000 

510(k) tXQm%Em 

DEFKKz:ulHIPsY~ 
SEDEKXSICNZdADE: 04-DEG2000 
510(k) iXbw%tY AVAILX%E FZMM EDA 

DEVIC'E:~AIx;IpuNcIuKE~~ 
SE DECL-SIGN MADE: 21JLiN-2000 
510(k) S'ImmEm 

DEVICE:SPIEUT~NEEDLE 
SE DEXZISICXV t&DE: 19dXT-2ooO 
510(k) tSm!mmm 

DEvIc33: SPIRAL RADIUS luYmm SYm 
SEDJXISIONMADE: lO-MAR-2000 
510(k) SD&!ARY AVAILABm FX% FaA 

DERlICi?,:~BICXYN~ 
SEDECISICNMADE: 3O-&RFt-2000 
510(k) SUmARY AVAIL?GU FFXX FDA 

510(k) SUMMARY Am FRX FDA 

DEVIC!E:AUIOSUJUREi PRE%UUMPLUSCEEUiDICiKXUKE~ 
SEDECISICNZADE:O8-DE02000 
510(k) SUb%%RY AVAIUEKG FIX&f FDA 
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usAB,INc. 
ATrN:KNY TIxP4?s 
1515 DAtWER DRIVE 
AuPmA, et-3 44202 

USA-, INC. 
ATl.N:KNY TI.sxw 
15l5DANNERDRnm 
AuRxA,cH44202 

USA-, INC. 
ATm:KaY fDc3cpfAs 
1515 DANNER DRIVE: 
AUFCRA, OH 44202 

USA-, INC. 
ATIWRXY l!bxxas 
1515 DANNER DRIVE 
ALmDR?l, CH 44202 

USA-, IN!. 
?YIT¶km Tx.zxAs 
1515 DANNER DRNE 
-, a3 44202 

USA-,INc. 
ATIN:FmY rfT3xms 
1515 DANNEX DRTVE 
AJJmRA, ai 44202 

USA-, INC. 
ATIFJ:FaIY !lIfa@s 
1515 DANNES DRtVE 
AuFaRA, CH 44202 

USA m-, INC. 
ATTN:KNY YIl-mas 
1515 DANNER DFtJYE 
AUFXXA, CH 44202 

USA -, INC. 
zxrIN:TI%II BRUNS 
1515 DANNER DRIVE 
AUWRA, Cl-I 44202 

USA IN-, INC. 
ATIN:RmY !lI-Kws 
1515 DANNER DFWE 
AuFcPA, CT3 44202 

510(k) 1x): K994Q42 
FS-ENE BD : 33Cb562-loo0 

510(k) p33: K994345 
PEt?E ND : 330-562-1000 

510(k) m K000002 
l3XN3 NJ : 330-562-loo0 

510(k) No: KOOO437 
J?L-KXW ID : 330-562-loo0 

510(k) mz KCXlO993 
FKBE ND : 330-562-X00 

510(k) ND: KOOl209 
El-EXE N3 : 330-562-1000 

510(k) bn KWl210 
F‘KNF, NO : 330-562-1003 

510(k) W ml582 
FiXN!Z 1u3 : 330-562-1000 

510(k) N: KOO1870 
EWNE NJ : 330-562-1000 

510(k) Xn KO02482 
PKNE NO : 330-562-loo0 

DEVICE:SHAW9OOOPBASEDAENCBRAINo3IL 
SE DECISICN ME: 31-JAN-200C1 
510(k) ,SWw@Y AVUIABCE m FDA 

DEvIcE:l4?GNA5ooo-ARRAY~sPINEo3IL 
~DEiCISICNX?iDE:14-FELB-2OOO 
510(k) SOMARY AVAILiXU FRZM FDA 

DEVICE:MGNA5OOOl?HASED~[JIzSPINEcoIL 
SE DECISICN MADE: 23-I?EB-~~~O 
510(k) SM%RY AVAILABLE ?XM ZDA 

DEVICE:INmRWNM7IoNAzI~Q9Iz 
sEDJF%xsIm~:14-APR-2m 
510(k) SUMMARY AVATIAEU ETCH EDA 

DEvIcE:LIBERTY9oooBR.lmsrooIE 
SEDECISICNZGDE: 26-&!AY-2000 
510(k) SUbWaY AWGI&BLE FFCM FaA 

DEUICE:INSIGHl!PlX?S~FWiSEDARRZXYTUFWANDPELLTSo3IE 
SEDlicIsIcN~:o1-JuN-2OOO 
510(k) SDM%RX AVAILMIX FRZM ZDA 

DEvIcE:HI-REs9QmPH?!sEDARRAY-mIL 
SED'ECISICNpLpuIE:O9-JUN-2CQO 
510(k) SWMZmY AX4ILAZE = FDA 

DEVICZC:ILBERIY9oooBRERS!Ca3ILWl?IFIDI~ BIOPSY PLA!TE 
SEDECCSI~MADE:17-JUL-2000 
510(k) SU-NARY AVAIIXXE FTC&i FDA 

DEvIu3:-9ooo-ARRAY~oDIL 
SEiDECISICNMADE:14-AUG2000 
510(k) +!XWW?Y AvAILABLe FXM FDA 

DEvIa:vIsIaJ9OmPBAsED~TDRsy)o3IL 
SE DECISION M&DE: 17a-2000 
510(k) SOtMRY AVAILAEW F'FCN FDA 



bsuBmmmADDREssLI~FoRcDRH~~ 
FORFINXIDlZISICNS~ 

(=I 510(K) 
DauxmzFmImo1-JAN-2Om 

- CR 510(K) - 
'IWaxiH31-DEG-2000 

uEAB,INc. 
ATImKNYTI+zMAs 
1515 DANNER DRIVE 
AuFcm, a-l 44202 

umEiMmIcALF%xmucm, 
ATIlNtKJwINL~ 
7043sxlM300wES!c 
bfnmm3, VT 84047-1048 

umI%mmx!~, 
ATTN:rnLrn 
7043Sami300wEsr 
MIDVALE, VT 84047-1048 

VALEDOJRP. 

INC. 

INC. 

zsrrm-HARDw- 
501SUJlBANDREWSA~ 
FT. LAUD-, FL 33301 

-, INC. 
ATIWR3BEFU?CMXREJR 
5920 ICWKX-I tiR. 
P.O. Em 9015 
EmLmR,0380301 

VAN3 'IEC, D.O.O. 
ATINDAvIDw- 
2OO(ixaGaYm 
SUITE GlOO 
r!LExam HILL, CA 94523-3389 

1515 lsr SC. 
AUFC@A,NE6@3lS 

-, INC. 
A!rIN:wILlJAM NIIAND 
163 (xXQXrT ST. 
ANN?mLIs, MD 21401 

vARIANAssoc., INC. 
ATm:LINDAsNAsH 
3045lmKwERm 
PAmALTQ CA94304 

510(k) m KM)2483 
F'HXEl PIX) : 330-562-1000 

510(k) m K900974 
lxxNEm:801-566-1200 

510(k) MX x001874 
pH3NE m : 801-569-4039 

510(k) Mh KO02562 
pH3NE No : 954-779-2500 

510(k) ND: K994428 
FFENE Nl : 800-265-8522 

510(k) ND: I@94054 
lFlxNl3 m : 925-356-2640 

510(k) p(o: I(993872 
Ft?xE N3 : 402-694-4525 

510(k) m: X000401 
ETxm3 m : 41cb-974-9255 

510(k) m: K992751 
FT-XXENO: 650-424-6990 

lbJAN-2ot._ 
Page 366 

DEiVICF,:K%BR5000 GENERALH1RpasEooIL 
SF.DEXXSICNMNX:25-CC!F-2OCXl 
510(k) SUNARY Am FIMM FDA 

DEVICZiC:FCMLEEt~, mEL cm-xxx 
sEDECISIONM&DE:23-MW-2000 
510(k) csUN%RY AJBILAEm FFUX lW+ 

DEVX!JZ:~INSE~WDUQVIRU~C~G~XER 
!iEDEXXSICNM?iDE: 25-SEF-2000 
510(k) SUMARY A- FE+X FDA 

DEvIcE:ppI=IFIER~ MmELSvT-90lJ?,vT301c 
SE DECISICN MADE: 13=-CxX-2000 
510(k) SUMWtY AVAIIHEE X%XH ZDA 

SEDECISICNMADiii: 07-&lAR-2CXX 

510(k) SQMAR!i AVAIMBLE FFUN FDA 

DEvI~:IssA~ 
SEDEXXSICNMhDE:14-FE!%2000 

510(k) StRMARY AD FTQf FDA 

DEVICE:VANN?i BA!mINGsY~ 
sEDECISIONMADE:16-FEB-2000 
510(k) SOMMAW AVAIIAEU FlXM 

DEvIcE:va!wmmM,mm20001 
SEDECISICNMADE:24-AU&2003 
510(k) i?UWiRY AVAILMIX FTUB FI)A 

DEVIC??,: SCMVISICN 
SEiDECIS1CNMDE:16-EEB-2000 
510(k) SUMGRY AVAIIAEB .FECM FDA 
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vAw.ANA!zsoc., INC. 
ATTN:LINDAsNAsH 
3045Id?mmFtm 
PAmATJQca94304 

vARIANAsscc., INC. 
IXlTWmSNPSH 
31OOIaNSfmwLy 
PATJJAL!m, CA94304 

vARIANMEDI~~~,INc. 
ATImT.mDAsNAsH 
31ooI4aSEc?w1yM/sI-I-O55 
PAT..0 ALm, a4 94304-1129 

vARm?~IcALsysIIEMs,INc. 
zxl?m:LINDAsm 
31OOI-mNSm~M/sE-O55 
PAWALTD, ca94304-1038 

mRI?!NMEDIcALm~,INc. 
m:LINDAsNAsH 
3100I4msmwAYM/sl%O55 
PAToALrn, ca94304-1129 

iIfEi%o~+ 
A!tTNzlX.X%LWEFERXJXN 
3HImDR. 
W, MA 01876 

vAscuLAR~I??sLm. 
ATIN: Am?A SrEIN 
P.O.B. 454 
GINUT -, 

vAs(x;ILAR-, INC. 
mEL22001 
ATlmDAvIDLRmm 
175 aE?m sr. 
ILmErJi, I4 01854 

D, INC. 
ATIN:TRENl'GKAMKE 
164MJDDLli%XTUlWPIKE 
BlJmmam,mo1803 

510(k) IQ K992762 
F'IXNEm: 650-424-6990 

510(k) NJz Kooo922 
PI-Em Ni) : 650-493-6990 

510(k) 1\K): KO01643 
ET3.3m m : 650-424-6990 

510(k) No: KC02194 
IHJNENo:650-424-6990 

510(k) m: lKoo23l.2 
FFKNENo:650-424-6990 

510(k) m: KOO1633 

PKNENo:978-8634450 

510(k) IQ K993995 
PHZNE M3 : 972 979 20673 

510(k) m x002990 

PHJNE Iw3 : 978-453-1055 

510(k) No: K992933 
FIXBE ND : 781-221-2266 

DEXCCIZ: BRACMWSSION 6.0 
SEDExxs1cNt.i?xlE: 09-M?&2000 
510(k) SWMAFcY Am F!im 

DEvIcs:PlxncNvIs1m 
SEDECISICNMiDE:24-&5W-2000 
510(k) SDMdMV Am FFGl 

DEVICZ:WiRISl.4G 
SEiDEXXSICNM?iDE: 23-JUN-2ooO 
510(k) SUMAW ATIAIIABI;E FRM 

DEVICZ:TRERlVISION 
SEiDECISIcNMADE:18-AU%2WO 
510(k) SUMARY AVAIIAEW F'AXM 

DEVICX: PlXXCW VISICN 7.0 
SEDECISICNMADE: 30-Am-2000 
510(k) SUMMU AX4XABIE FRX 

DEVICRIJFESITEiHE%WIALXSIS 

SFiDEiCZSICNMADE:24-X&2000 
510(k) StRMARY AVAZABIE FFCM 

FDA 

FDA 

FDA 

FDA 

DEVICE:WtNERI!RYINDIGWRDEVICE(VEID) 
SJZDECfSIcFJMADEi:14-FES-2OC0 
510(k) S'Mmm?r 

DEVICE:VTIADULTDISFQ%BLE sKLIL;T,PIN,KlDEL22ooo;\R‘IsKuL;L~, 

SEDECISICNMADE: 06-N%2ooO 
510(k) tm'mMmr 

DEVICE: LtERmmE IRRImm CATHFW 
SEDEcIsIoN~: OS-MM-2000 
510(k) m 



, 
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-, INC. 
ATl!N:TREWGIQ44KE 
164MmzEsExmm 
Bulammm,mo1803 

D, INC. 
A!EN:TRENI'GKAMKE 
164MIDDLEsEx+lImlPIKFl 
BuFmNxN,m01803 

-, Il3K.L 
ATIN:TlSiNI'GGXAMKE 
164MIDDLEsEx!tuRNPIKE 
BuRLmxm,MAOleO3 

-, INC. 
ATDkTRE2?TGKAMKE 
l64~!WRNPIKFl 
Bcmnma,m01803 

-, INC. 
ATIN:TRENCGKAMKE 
164MrDDLEsEXnJRNPIKE 
BuIILINGn%l,mo1803 

vi%mmI~,INC. 
ATlNZlHMiSRVARRIUZI~ 
18OLINDENAvE. 
wESTBmY,NYll590 

vImmMED1cAz;,m. 
ATm:EEuN l.KxmK 
1886DDRIVE 
HILTtZN,FL32583 

vlmuS?iLa). 
mEaDss l.5mxmY 
31c Brnmmma !mAIL 
ELPASo,TX79906 

w?.xLID. 
ATm:PEGGYs~ 
273MARKETsQuARECT., #I.2 
LAKEEoREsT,IL60045 

VESML-Q3Rpc%IpITIoN 
ATIN: RICK MI- 
9OOGRCNIHPARKJN 
AtKXXA, IN 46703 

510(k) ND: K992934 
FFKWE NO : 781-221-2266 

510(k) ND: K992940 
FHXE ND : 781-221-2266 

510(k) m K992941 
ETXBIE l-33 : 781-221-2266 

510(k) N3: K992942 
PI-KNE I93 : 781-221-2266 

510(k) bK)z KO01621 
PEKW NO : 781-221-2266 

510(k) N% Koo3469 
ETXNEm: 5x-997-4600 

510(k) m ml938 
PI-EN m : 650-327-7719 

510(k) NC>: K994429 
Ff-xm No : 915-771-9112 

510(k) 1uD: K993953 
FFKNENO: 

510(k) ND: -796 
li%KBJE KI : 219-665-7586 

DEVICE:LE%MTREVEWUS~~ 
SEDFZISICNMADE: Ol-NAR-2000 
510(k) SmImEm 

DEVIC.E:~BALCCCN -mIRRIGATIm 
SEDECISICNMADE: 22-FEB-2ooO 
510(k) sTxwWmr 

DEVICZ:LEMlTREBlIZWY~ 
SEDECJSIoNMADE:l2JAN-2OOO 
510(k) ,TAmmm 

DEVICE: - -Ices CPLMGIIER 
SEDEZISICNMADE: U-APR-2ooO 
510(k) ,mYmmvr 

DEVICE:DARDIKcZ%YlTDSBUNT 
SEDECISICNMADE:O6-DEG2ooO 
510(k) sm!mmm 

DEUIC!F,:EEZP!MGtAPY SYSTEN,z+%zoELTs3 
SEDECISICNMADE: 06-DEG2ooO 
510(k) SUMAR!i Am n J!DA 

DEVICZi:D -sYm 
SEDECISICNMADE: 29-AU.h2000 
510(k) !mQFMEm 

D?NICE:VENUSA,LID.EXTENSICNSETWI‘IHFILfIER 
SEDECISICNMADE: 03-MAR-2000 
510(k) SUMARY AVAILMU m FIlA 

DEVICEi:CWESCEFWICALC?Q 
SE DECISION WE: 21-MAR-2ooO 
510(k) iTImm%m 

DEVICE: "N-GICbSZBILMY"4X4wHEELcHAIR 
SE DECISICN MADE: 11-AGG2ooO 
510(k) SINmEW. 



x-JAN-2G. 
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I 55ImmBERNBLw. 
SuITFl200 

I cztEA!r NECK, NY 11021 

I vIDARsY~(sc%Ip. 
'I'ICN. l43DEL 13205 

DRINKAF0 

ZXKTN-@!i"PENNIE" DRIM(ARD 
46CGItGPARKPL. 
HERNIXN, VA 20170 

ATIN:BAl%RRAJLMNXWKI 
3150ERSTBIRCHST. 
BFEA, Ca 92821 

VIDEO- ozlKmrs, D?L 
AlTNzCLAUDE~IN 
110 EAST GRANmA EcuLEma 
stDI!IE 208; P.O. BOX 36 
cIFKN.l EWCZI, FL 32175-0036 

VIDEOLIABS INC. 

YiTlWWKB- 
253OpENNsnvANIAVlWUE 
SAINT LOJIS PABK, MN 55426 

VIILA SISTZWI MEa3IcawT S.P.A. 
A'ITN:JEFFERYNN 
11550 msr KUG SrREEr 
FR?mLINPARK,IL6Owl 

VILJ.A SISTENI m1CN.Z S.P.A. 
A!rnJ:JEFF MIETT.eR 
11550 WEsr KIN% SImEr 
FmNKLINPABK,IL6Ol31 

L?lRxNm wr+TEiR SYm, INC. 
YSIS 
JKt'IN:-GD 
7433 WHITEPINE RD. 
RI-, VA 23237 

510(k) ID: KC02780 
PI-KNEi ND : 203-431-1511 

510(k) Ex3: K993598 

Pl3mE No : 703-471-7070 

510(k) m ~993599 

E%xalE No : 703-471-7070 

510(k) m KOOO597 
FFKNE NO : 714-961-6200 

510(k) m: ml541 
FT-KNENZ):904-672-0450 

510(k) ND: KOOO229 

PKNE ND : 612-593-5541 

510(k) m: -12 
FWZNEND:847-288-7ooO 

510(k) ND: x002432 
PHZNEND:847-28&7OCO 

510(k) m: K991916 

PHmFaNo:804-743-0034 

DEvIm: VlTiIITamxvImmm SYm (ws) 
SE DFCISICN MADE: 17-IWV-2OGfl 

510(k) SUWAE?Y AVAZABLE FRN mA 

DEVICE:~PIRDrK3DEL13017,D iI8aKEmc Pm w/ B OP 

sEDFXZISICNM?iDE: 2O-JAN-2000 
510(k) SUbWRY AVAIUEW, FFCM LiDA 

DEVICZ:DI?CNHLT C PEO, KIEL 12772, VXR-16, I3XE.L 13020, VXR-16 Dc)GIM 

SEiDEcIs1cNMmE:18-JAN-2ooo 
510(k) SU@ARY AWUZABLE FR% FDA 

DEVICE:VI'IRI 
SE DECISIa ME: 17-&i?iY-2000 
510(k) f%W.mmm 

DEVIC3Z:MlNICM 
SEDEcIsIavM7ux:21-JuL-2000 

510(k) smnmm 

SEiDEC.ISIoN&?ADF,: 21-MAR-2000 
510(k) SUW%RY AWILABLE l%m m 

DEVICE:VISICNR/FTILTItGTABUZ 
SFlDEcIs1cNMADE: 24-APR-2Ow 
510(k) i!zcmmm 

DEVICZ:mX 
SE DECISICW MADE: Ol-SEP-2ooO 
510(k) sSLWARY A- FRM FDA 

SEDECISICNMADE:14-JAN-2CCO 
510(k) SUbMARY AViUABIE FRZM FDA 
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VISIUJ, INC. 
xcmzcamLPA.ImRSa 
21911 ERIE LANE 
LAKE RXEST, CA 92630 

510(k) NJ: KDoi972 
HloNE m : 949-462-09oo 

VIsIJEr, INC. 
ZQ'INzJDDYFGCRXN 
18732 SPGIMW 

510(k) N3: K991l24 
pI-E@JE Ia : 949-854-6314 

IRVINE, CA 92614 

V==KCNI m 6c JCHNXN VzsICWXO(k) Xx K994318 
vIsIBILrIY~~w~ 

Al-IN:- BRIGGS FlYzNE m : 9Ouw-1471 
75ooc3!NJmu~pKwy. 
-, FL 32256 

vIw,-6(m VISICN510(k) N% x994324 
vI[sIBILlI!rYTINTEo~w~ 

A!!xN:- mIGGs H%JNE rm : 904-443-1471 
75OOaiz?nxumpIwy. 
B, FL 32256 

vIsuAT.lI~N -, INC. 
R-!klN:lxllw?l LENM 
2OORE!msmDR. 
wILMmaqMAo1887 

VEX, INC. 
ATiN:DAVIDMF'ATItW 
34cQ~- 
ti7wm CLAFA, CA 95051-0703 

vIcmL-,INc. 
ATIsJ:~c!sAMEc 
33OOFEFmR%KLANEmaH 
SUITE200 
PLYMxm&MN55447 

vI!rAL-,INc. 
ATIwF83BERrC~ 
33OOFJ!mmmKLANFl~ 
SUITE 200 
PLYMxrqMN55447 

lmxAT.a~,INc. 
A!m?:mBEfu!csAMM: 
33OOFEmEmmL74aITxm 
5ilD.TE 200 
PLzuxum,m55447 

SEDEZISICNMADE: 23-FEW2OJO 
510(k) SWMARY AWILAEUZ FRX FDA 

510(k) IJD: K994270 
PHmEm:978-933-1000 

DEVICWIN~ 3OOOSYS!Imlm~ 
SEDEXTISICNM&DE: 09-MAR-2000 

l-TzQmE,~IT3ooo 

510(k) SUbNARY AVAILAEU FXM FDA 

510(k) ND: KM30327 
PKHE No : 408-773-7327 

DEvK33: m- JQi-- SY~~Hsl 
SE DECISICN M&DE: 02-MAY-2ooO 
510(k) SLJM&RY Am Emd FDA 

510(k) m KOO1682 DEvI~:vsocwEmE!KGsIGNAt~ 
m31.E ND : 6l2-91!5-8COl SEDECISICNh!ADE:3OdJN-2COO 

510(k) iSUM?BY AVAILMU FFm FDA 

510(k) PIK): KW2519 
FFENE m : 6X2-915-8001 

D!ZVICE:VITREZi2,VERSICN2.1 
SE DECISICN MADE: 19-CCC-2000 

510(k) SWMARY AD FFW FDA 

510(k) W: Koo3230 
E'E?X?a Ni) : 6l2-915-8001 

DEVICE:VSCXREiWMH~GATEMZZLTHl 
SEDECISICNMADE: 27-D%2OCO 

DEVICEi:ARGUSSY~EXPEFQQQ?Et~ 
SE DECISICN MADE: 27-CCr-2OCxl 
510(k) SUbWiRY AVAILMLE F!FxX FDA 

DJmCE:VIsIJETHYD~,~m50 
SEiDEXZISIoN&!ADE: 2O-CCT-2ooO 
510(k) SUbNARY AVAIL&WE FRX FIlA 

DEVICE: VI- (LEmFxKm A)SZT(H!fDFWHlLIC)~ IENsmm 

SEDECISICNMADE:23-FEB-2000 
510(k) SiNMARY AD FRX ?mA 

DEVIC&XTMJE(W A)SCZT(HYDRXRILIC) cKr?AcrIENsmAM) 

510(k) fXUM?iW AVAILANX FXM BDA 



-ADDPEssLI~mmmsuBsTANI?AI;wI 
FCRFINALDECISICNS 

B$IWXNT (SE) 510(K) SUMGZES CR 510(K) m 
FtEmEmDwRIEx3~PERI~OlJAN-2ooo !I!BEmB 31-DE&2000 

VITALmItaLLm. 
RJTINzBFUXXFF 
815 cfXNFCEm AVE., N.W. 
W?!mmxm,Dc2ooo~ 

vI!lRLSIGNS,INc. 
iwIN:- M?utTrm 
20 (IYwus mm 
!ilcmm, NJ 07512 

vlmLSIGNS,INc. 
Al-m:At?Im!f M?3mlm 
2ocmmJsm 
?iomzi, NJ 07512 

vIlms1GNS,INc. 
mANE-KmPhmR!Mm 
20 CAMKJS miD 
!lDlKm, NJ 07512 

-INC. 
A!mN:FHIL i3Ems 
8347QUIVIRARD. 
LlmExA,Ks66215 

-INC. 
Iv.rxN:pHIL i3fmEs 
8347QUMRARD. 
LENEXA, KS 66215 

VITELNGT 
A!rIN:m I!mDPANAu 
8201 caUmwxm DRIVE 
SUITE 820 
-, VA 22102 

DAB 
zxrIwGRAYLm 
- 30 
-, 

NAB 
A!r.nJzGARYL~ 
- 30 

510(k) ND: x992529 
F'IENE ID : 202-263-8900 

510(k) m: x99404.4 
FT-mE m : 973-7904330 

510(k) m KOOO441 
pI-Kxm m : 973-790-1330 

510(k) ND: KC01553 
F9xm m : 973-790-I.330 

510(k) fJD: K9914l2 
x+Kxam:91288&4221 

510(k) m -599 
FT.xNE m : 9l3-8&34221 

510(k) No: Kooo557 
pH3NEm:703-448-0999 

510(k) m K99l.345 
PHCNE IUD : 202-496-7645 

510(k) m K991346 
s=i-mE I93 : 202-496-7645 

DEvJm: TISSOE -PE 
SE DBCISICN M&DE: 17-NX-2ooO 
510(k) SUM&X AVAIUECE m FDA 

DEVICE: c!lxEN-m 
sEDECISIONMADE:25-FEEb2OCCl 
510(k) SUM2iRY AD FRX FDA 

DEVICE:BcB3yGuARD 
SE DECISICXJ MADE: ll-APR-2000 
510(k) SCMARY AVAXAETX m IFDA 

DEVICE:ERBSW1OOCPAPSYSXmi 
sEDECISIcNM7aDE:03-AUZ-2000 
510(k) SMdZmY AVAILMEE FRX FDA 

DEVICE: - Mnxo 
SEDEYZISICNM?iDE: 04-FEE-2ooO 
510(k) .CmUmmm 

DEXtC.R~BRsESIR!l'I~ 
SFlDEms1avMADE!: 08-SEs2000 
510(k) srximm~ 

DEvIm:MEDvIzERPAcs,mELREiLmSE2ooo 
SEDECISIONMADE: 24-m-2000 

510(k) R&MARY AVAILAEILE FFaf 

DEmcE:ASP-100,m~2100 
SEiDECISIoNMTiDE:18-FEEi-2000 
510(k) t!X&MRY AVAILABLE: FRX 

DEVICE: PH-l~,MJXL2104 
sEDFXXSICNMADFi:24-FEEb2CXX 
510(k) .SUMGRf AVAXAEGT FRX 



-ADDmLIsTIEx;mcnPHm m (SE) 510(K) m OR 510(K) m 
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X-JAN-2a 
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-AB 
2004. 2501. 2500 

510(k) Iu3: K99l348 

ZXl?N’GAR!fiYlUKZIE 
- 30 

FwmFl m : 202-496-75cn 

-1 

510(k) M): K991351 
pI%lNE m : 202-4967500 

- AB/EXXWXNAVIAN IVF SCIESlO(k) ND: KCXX%l8 
A!ITN:GARyL!iINamG pH)NE ID : 202-496-7645 
1900 K SIREET, N.W. 
Wr!smmm,Dc2ooo6-1108 

- AB/~INAVIAN IVF SCIE5lO(k) m xooo619 
A!rmGAwLylxzlx PIxm No : 202-496-7645 
1900 K S!IREET, N.W. 
w?!smmm,DC2ooo6-1108 

vI!mEm3 AB/~INAvxAN XVI? SCIE5lO(k) m: -21 
A!rImaRYLYIhmlx HJ%JE rm : 202-496-i-7283 
1900 K SIFEET, N.W. 
WAsanmw,DC20006-1108 

ltCRXDE AB/SC3WDINAVIAN IVF SCIE5lO(k) No: KOo623 
M?I!NZGARYYYlTKLlX F'KNE No : 202-496-7283 
1900 K SIREE!F, N.W. 
B,Dc2mllo8 

lER%IFE AB/cZXiXND~VIAN IVF SCIE51O(k) NX KOXI625 
A!rm:GARxY- l33xiEi.m : 202-496-7283 
1900 K SIREEl?. N.W. 
~,ti2ooo6-llo23 

DEVICX: StXNDlXAVIANIVF~AB,G1.2 
SFtDECISICNM?iDE:23-MAY-2ooO 
510(k) SUMbBRY AVAILXU = FDA 

VITKEDE AB/EXYaNDINAVrAN IVF SCIJ%lO(k) No: KOC%26 
ATIN:GARYLYlxxms PIENEPX3: 202-496-7283 
1900 K tTlREET, N.W. 
WA?amam,DC2ooo6-1108 

DEVICE:SC7iNDINA..IVFXTENCESAB,GAMGllE-100 
SEDEZ'ISIoNMADE:2344?Z-2000 
510(k) SuMBFtY Am FRX FDA 

lOIlKUm AB/iZCANOINAVIAN IVF SCIESlO(k) m: KMx)627 
A'I?N:-Lm Etxxwl No : 202-496-7500 

DFXICE:SCANDINAVIANIVFSCIlXESAl3,HyBAsE-1 
SEDECISICNMADE: B-JUN-2000 

1900 K SCREEX', N.W. 510(k) SUM%U AVAnAEm F'FXM FDA 
WiJmIwm,DC2ooo6-llO8 

DEVICE: IVF.20, IW50, IVF500, IU?~OOAN~~I~ICF~E,&~~EXS~~~O, 

SE DEXZISICBJ MADE: 17-MAY2000 
510(k) SUbMRY AD FFUM FDA 

DEXICE:CMXL4L50,M3DEL5002 
SEDECISIoNM?!DE:25-FEE+2000 
510(k) SUMARY AVAIL%XE FM4 ZDA 

DEVICE:SCBNDIN7iVIANIVF~ AE%,TFHMZITl 
sEDJZCISIoeJM&DE:17-MAY-2ooO 
510(k) iXlMbMY Am F'RX FDA 

DEvIa: l!scmDINAvIAN IVF SCIENCES 
SEiDECISIca\l~: 27-JUN-2000 

AB, 62.2 

510(k) SUbMARY AVhILAEU FFXM FDB 

DFXICEi:SC!MDIN?UIANIVF SCIENCES AB, B -2o/Bxl 
SEDE?ZISIoNMADE:16-MAY-2000 
510(k) SIBMARY AVAUXiUZ FFa+l FDA 

DEvIa: ltGczmDINAvIAN IVF - AB,FREE5mTl 
SEDECISIoNMRDE:l64!AY-2000 
510(k) +SUbMFU Am m FDA 



--LI~~cY)RH~~ (W 510(K) 
FCWFlNGDECISICNSRENDJiREDDDRRG!lHEPEEUPERICg01dAN-2000 

V CR 510(K) - 
TFlFC#X31--DEG2000 

l&IAN-2OL. 
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VmwrmI~,INc. 
A!rIN:bIL!cxwEpxwMAN 

510(k) N3: KOOO278 
F?DEm: 650-529-1238 

DEWICE:VIVAWMEDI~ATBIC~PSY~!ARK~~SY~ 
SEiDECISICNMDE:23-JUN-2000 
510(k) SUbWRY Am ERX EDA 3210-B ALeINE RxD 

FCaUDLA -, CA 94028 

Vlx4n~I~,INc. 
A!lm:GExxGE I-lEmmN 
3210-B ALPINE IMAD 
FCXUCKA IJALLEX, CA 94028 

VNuSrnI~ -J=, 
A!rIN:sAM NANAvA!rI 
238E7s!rcARIBmwDR. 
sLJNmmm, ca 94089 

IaDGMElH 
A!lm:- Jx.xG 
4235 BEAcxlEsFIEID 
-, 

vxoG!4BIi 
lYECNzEVAN DICK 
7527 - AVE. 
ST. ICUIS, M3 63105 

510(k) ND: KO03439 
PIXNF8m: 650-529-1238 

DEVICE:VIVAWBRE&STIESICNUX7iLI~NDEVI~ 
SEDECISICNMADE:15-DEtC-2ooO 
510(k) SuMmRY AVAIUBIE FR% FDA 

510(k) m KM)3115 
FKNE NJ : 650-934-5224 

DEVICE:ACMSADlU,S!W%E maa ImP 
SEDECISICNh!ADE:19-DEC-2ooO 
510(k) SDMMARY AVAILABU FRX FDA 

INC. 510(k) ND: KOO3092 
Pi3mE m : 408-747-1200 

DEvIc!Fl: mIFImm mvNus clTiama SYm 
SBDECISIQNMGDE:18--DEC-2CXXl 
510(k) SUMWtY AVAXABLE JXN FDA 

510(k) m: K993827 
pH3NEm:450646l330 

DEVICE:UFIGELBARD 
SEDECISICNMADE:2OdAN-2000 
510(k) CXCmwm' 

510(k) ND: K994056 
HTXE W : 314-721-0112 

DEVICZ:ADMIFA 
sEDECISICNMADE:l2dAN-2ooO 
510(k) SU@ARY Am FFCM FDA 

DEiVICZ:ARABEsKXX' 
sEDECIS1CNM?4JE:03-FEB-2000 
510(k) SLNfGRY AVAIUWX FEMM JmA 

voo3GMBn 
ATIN:E'LW DICX 
7527 - AVE. 
ST. KXIIS, l-D 63105 

wo3c?MlH 
AlTN:EVAN DICK 
7527 - AVE. 
ST. KUIS, 193 63105 

vxoGMBH 
ATIREVAN DICX 
7527 - AW. 
ST. ICXJIS, KJ 63105 

tmJE~,INc. 
ATIN: TCRACI V.A. EJXMDS 

510(k) N: IT994268 
PHNFa ND : 314-721-0112 

510(k) ND: ~994304 
PlXNZ CXJ : 314-721-0112 

DEiVIU%ARABEXKETCN 
SE DECISICN MADE: 07-FEZ%-2ooO 
510(k) SLMAKY AVAILMU FRX I;aA 

510(k) m KOO3153 
Fi-KNE Ex3 : 314-721-0112 

DEXIC!E:XXCXINDPLUS 
sEDECISICNMADE:15-W-2000 
510(k) aTmmm?T 

510(k) ND: NXXO22 
FEN?, I'D : 408X43-2414 

DEVICZ:AERCWB KFcmBLENEBDLIm 
SEDECISICNEADE:l3-CCl!-2000 
510(k) aSLMAFZ Ai?imxiW X=m EDA 6225 l3XERS AVE. 

-, FL 32217 
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VCXUFUNMEDIC%T.ITHXNCCZ 1, INC.510(k) m: ICI01430 
AT'l.NzCOFUXXAhtXG FT-dE~Im : 9x-733-6870 
3941 J SltREEF 
lsurm354 
FaRmaam,cA95819 

w-a 
AII?N:MIC.HAELAPRICE 
3130 HIG8LANO AVE 
!IlaFoFL(x%I 
CINCINNATI, cm 45219-2374 

VSM-~. 
N'iWl-TXARDM-IN 
555 l3!u3 +cimEEc Iw 
ia!aawm, DC 2Oc@l-1109 

WM~INC. 
t-smEL BFM-loo 

ATIWI3WARDM~IN 
555 l3!m +!smEEr NW 
bz?ammm,M:2ml.l09 

VYm ax@. 
A?lm:- t3aaFF 
ll.29~AvE. 
WEsrcTxmJmb,NJ07006 

VYGmcxm. 
F& 4FR, 4.5FR,ANO 5FR) 
A!Jm:FKBEKJJ i?KxrFF 
ll29~AVB. 
WEST(zwmEI&w07006 

W.L. GQRE & -,m 
ATlmR.ImRY FfwT 
345owEsTKILl!cIEIplNE 
P-0. Ecx 500 
FLz4xmw,Azm2-Om 

W.L. GORE & -,m 
A!rm: R. LARRY PRATr 
345oHEsrxumIELANE 
FLAGSmF,,AZ86002 

W.O.M. GMHB 
ATrN:MIa lKl.auL 
194 BRANa i5?rmmr 
MwmIEm,mo2048 

510(k) PJD: i993934 
ET-KNEm: 513-475-6626 

510(k) ND: K994423 
PHX3 ID : 202-637-5813 

510(k) ND: KDo2046 

FBX3 hlD : 202-637-5813 

510(k) 1u3: K993052 
FTxwJ3 ND : 973-227-1830 

510(k) 1uD: K993442 

H-IINE No : 973-227-1830 

510(k) m: KCKNX85 
FfxNFl Iw : 520-779-2771 

510(k) Ex): KOO1789 
lT-KE?E m : 520-779-2771 

510(k) m x001533 
FSW NO : 508-337-2188 

510(k) StNMARY AVAILUXE FIXM FQi 

DEZICZ:VQuIcxPATCXi 
sEDECISICNMZiDE:1~2OCO 

510(k) SOmARY AVAIUBm F‘RX FDA 

DEvIcE:AUKNQN)NX-INVASIVEBECMD~ 
SBDZISICNMADE: 28-M?%2000 

taaTc&~lBPM-100 

510(k) fxmmma' 

DEvlm: mD?ImoN To AL?Imwm m-INVASIVE BLml - I-%zmxm, 

SETDEcIS1mM?m:21-Jm-2000 
510(k) smmm?r 

DEvIa:VYGm2FRBPI~PuR~ 
SEDXZISICNMADE:O3-ATX-2000 
510(k) sm!mam! 

DEvIu3: VYGm I4IFaxm-PIrn (Pm) m (smmDcxIBI;ELDMEN3 

SE DFCISICN&!ADE: 03-A~Z-2ooO 
510(k) .smmmw 

DEvIm: cxm-TEX DUATMESH PLUSBI(XU=IAL(lMM&%) 
SEiDECISIONMADE:14-FEB-2000 

510(k) SUmARY AVAXAEXE FXX FDA 

DEXtCE:~SlXPlXLINEFtE~~ 
S.EDECISI~MZiDE:O6dUL-2CCO 
510(k) SU&fhRY A- FRa3 FDA 

DEVICE:SURGlXLATOR-40 
S?ZDECISIoNMADE: 31-JuL2000 
510(k) SU@?GX AVAILABLF: FFQd FDA 
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W.O.M. NXLD OF MEDICINE, @B-l 
ATIWMI~ l-KmAIL 
194 EiRANcx ST 
MANxmD,m02048 

WAm airmxw, USA, I.E. 

iIicFkm- 
X00-RD. 
RI-, VA 23237 

WXKO a.Immxs, USA, INC. 
A!rm:laYA MtYLKm 
16oomRD. 
RI-, VA 23237 

WAKO a3EMIc4Ls, USA, ItE. 

!lizE%m MliLuBY 
16OOBELWXDRD. 
RI-, VA 23237 

WAR3 cITrmr=, USA, INC. 

Emm 
16OOBEXUCODRD. 
RI-, VA 23237 

WAKO a3FMIm, USA, INC. 
ATIN:m- 
16OOEBLJNXDRD. 
RI-, VA 23237 

i+zAIa CHEMIcaLs, USA, INC. 
A!rIN:-ImYA MRTIORY 
16ooEZLXCDRD. 
RI-, VA 23237 

vl?Nl a!lf!NIw, USA, lx. 
ATIN:- M7xlxcw 
XOOBELIHXDRD. 
RI-, VA 23237 

ww) a-llmw, USA, INC. 
ATrNz?mYA- 
16COHEL;LxlixxDPD. 
RI-, VA 23237 

510(k) m: KOOO153 
F'HXW I'?2 : 508-337-2188 

510(k) m: K993924 

pz33NE NO : 800-992-9256 

510(k) NZ)z K993925 
F'KW NO : 800-992-9256 

510(k) 1uD: K993927 

PZGNE Irx) : 800-992-9256 

510(k) ND: K993928 

Ff-KBE N3 : 800-992-9256 

510(k) ND: KoolCO2 
F'i3XE MI : 800-992-9256 

510(k) XQ KOO1004 
PHCINE BD : 877-7X-1924 

510(k) m Koo1005 
F'IXNEl ND : 800-992-9256 

510(k) NJ: KOO1919 
pi-Km3 No : 804-714-1925 

DEmcE:~~-Al03 
S.EDECCSICNN!hDE:o&F!EEt-2ooO 
510(k) SLN?iRY Am FRX 

DEVICZ: WFm IGMII-Ha, --SET,-s 

SEDEtCISICNMADE:14-J?%-2000 
510(k) SUHGRY AVAZAKLE F'RX4 .EDA 

DEVICE:it4KOLAYPEUNTFS 
SEDECISICNMADE: 03-APFG2000 
510(k) CTJHARY AXULARLE FRX FDA 

DEVICFI: WAmIGAII-HA, -cm,- 

SEDFCIS1CNIBDE:14-37%&2000 
510(k) SL@NTBY AVAZAEKE F‘RX FIlA 

DEVICE:WNXHGGII-HA, -VSEl!,BS 

SEDECISICN&!ADE:18-JAN-2000 
510(k) i3U&RRY Am FXBf FDA 

DEVICE:~LIPASFJcFCmNKR 
SEDECISICNHADE: 24-M7iY-2000 
510(k) SLBNiFZ AVAIINXE FRX FIZA 

DEXICZ.:WAKOAEULlTO~HIGHLEVEL~ 
SE DEXXSICN M&DE: Ol-JDN-2000 
510(k) SUNG?Y AJRGUBLE = FDA 

DEVICE:WAKOHDL-C/UX-C~ 
SE DECISI~ NXDE: Ol-JUN-2OGU 
510(k) SUbN4RY AVAlIABU FIX&l J?DA 

DExIcE:lmKf3wrT%(IT LE'(A)/DADE DEHENSICN 
~DEXXSICNMADE: 23-J&-2000 
510(k) SUaFmtQ 
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m CHEMICALS, USA, INC. 
ATIN:'Ic%JlIA M/iTxRY 
EOOBELUDZDRD. 
RI-, VA 23237 

WAKO a-?Emm, USA, INC. 
A!eIw!lINY?i- 
16OOBELTKCDRD. 
RI-, VA 23237 . 
WAR3 a-ImIc!ALs, WA, INC. 
ATlmTmYA~ 
16OOETELUXDRD. 
RI-, VA 23237 

ImKo U-IFMIW, USA, IrK. 
ATlm7lcJNYA MivmRY 
16OO~RD. 
RI-, wi 23237 

wAmcl3Eza~, USA, INC. 
A!rm:?LmYA MilTLaY 
160OFELW?XDRD. 
FKKEHND, VA 23237 

wAmczmI~, USA, INC. 
A!rm:!ieoNYA MliTxRY 
16ooE!ELNXDPD. 
RI-, VA 23237 

w.4LrxzoY 
2i!f!m:GuNNELi w 
mS'rIONKA!IU6 
'NRKU, 

ivAixsm~Ic!AL~~,INc. 
za!JTN: MICHAEL MALIS 
235 EDIsc%J FtD. 
oRmx,cTO6477 

WU!ER ABENBXEIN, M.D. 
m: #Lm -IN 
553OWISfXNSINA~ 
SUITE 705 
CHEVYCHASE,MD20815 

510(k) m Koo1920 
Fina rKl : 804-714-1925 

510(k) NZ XXX921 
FTxxm m : 804-71P1925 

510(k) m KC01929 
HE%IE m : 804-714-1925 

510(k) ND: KOO1931 
Fi-Km m : 804-714-1925 

510(k) m KCXX933 
PHmJ3 m : 804-714-1925 

510(k) 1\x): KC01934 
EFZXFI m-3 : 804-714-1925 

510(k) m K993697 
PBXE lW : 358 226 781ll 

510(k) m: KWO768 
PHNEIKJ: 203-799-2ooo 

510(k) I0 KOO0827 
Pi-Km m : 301-656-4317 

DEVICfZ:WWJAUTWIT WA)/ F%=/lO, 
SEiDEms1cNMADE:23.-Jm-2ooo 
510(k) smTmEtm 

DEuIa?8:wAm- LaP(A)/EXPRESS 550 
sEDECISICNMADE:23-JUL-2CC0 
510(k) CXWWlNt 

DEVICZ:WAKOAUICXIT ='(A) AND ='(A) Cm 
S?ZDECISICNM?iDE:24-JUL-2ooO 
510(k) SIW%NWF 

16-m&2oi - 
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DEWICZ~AUEXIT ='(A) & LRA) -- 
SEiDECISICN&l?iDE: 24--.lUL2CC0 
510(k) iTmm%mC 

DEVICE:wAKoAUBXCT =(A) G ='(A) cKEEWW/- BIO 
SEDFXXSICNMADE:24-JUL2OOO 
510(k) i%mmmI? 

DEVICX:~AUTOKM! WA) G ='(A) --cx 
SEDECISIcNMADE:24-JUL-2000 
510(k) emxLWmF 

DEVICE: DELIFIA NElmmALxKl!m 
SFaDEcISIceJMFJX:O94UN-2OCO 
510(k) SLWNtY AVAIIABU FRX FDA 

DEVIC!E:WAUXH@ANUM500'~1~~ 
SE DECISICN MADE: ll-APR-2000 
510(k) csmmmr 

DEvIcx:Txcr~~P~~Is(uPP)cEMwI3ED 
SEDECISICNMADE: 23-JDN-2ooO 

510(k) iXW?GtY Am ERX FDA 
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WALTERABENDSCHEIN, M.D. 
ATIN: T-mLcER -IN 
553OWI~INAvENuE 
SUITE 705 
CHE?NC-l?GE&MD20815 

imJTERmw1m,II?C. 
XL?l.NzDIANAPFtESXN 
1520 TRADEXXU! DR. 
V, FL 32218 

3636 E (x&uMBINE DRIVE 
PIXENIX, AZ 85032-7372 

3636msrcm&f~&~D~1vE 
ZlXlWIX, AZ 85032-7372 

WEARSAFEMXAYSIASDN. BHO. 
ATIW CLAUDE aJIlTEr 
LcITl,LEE+XHISHWUDD 
rKsu.¶iKIApIx;,~ INlEE? 
=-, sELAI\xxlR, D.E., 

!+lEmmsYm 
-II%(MLX,~EL,5#240 
ATlmBRIAN y(Ixx?z 
1WEXXDR. 
F@SE!WHTFZANXEPARK,Nc27709 

wExL!Hm, INC. 
ATIIN: DAVID~ m 
4341 STATE L5lTmET RD. 
P-0. Kx 220 
~Fws,NYl3153-0220 

WEmIATLYN, INC. 
X'IWJWE!BDEUBZNAN 
95 om z3I-mTs RD. 
ARDm, NC 28704 

510(k) ND: NlO2184 
pK3NEm: 301-656-4317 

510(k) mz KOOl.238 
J?JxNEi m : 904-741-4400 

510(k) Im KOGO354 
Hx3NE Ml : 602-788-5651 

510(k) Xx KOX356 
Pf337E 1x) : 603-788-5651 

510(k) mz KM32714 
l?lKNEiND: 905 794 3339 

510(k) ND: x992675 
l?X.NFa CKI : 03 376 3525 

510(k) I.0 Koo3337 

PHZII@ XI : 919-361-4041 

510(k) bK% KOOl265 
pl-mE Iw3 : 315-685-4133 

510(k) NJz KC02530 
HF)NE ~K'J : 8284844395 

DEVICE: om UBPRESSICNWTEXXWYDEVIcB 
SEDEXZISICNMADE: 24-NJV-2000 

510(k) SUMMARY AVAUAEXE FXM FL& 

DEVICEf:LLXaNz TIlmmuM-/mmmsym 
SEiDECISICNMADE: 03-MZ-W-2ooO 
510(k) SutiplARy AVAXXLE J?RX FDA 

DEVICE: C.T.M. MZi3ILITY SoXlERS 
SEDECISICNMADE:25-ALG-2OW 

Bs-666, HS-730, His-570 

510(k) .SW%RY AVAlU%%E ?XF&M FDA 

DEVPCE: C.T.M. K3BILITy SCWTER,MXXZLH2-686,f3S-74O,HS-58o 
SEiDEX!ISICNM?0E:25-AU&2ooO 
510(k) StJZWW AVAXABIE mxBf FDA 

DEvIcE:wilFumRwasKT-sY~ 
SEDECISICNHADE: 2S-NN-2000 
510(k) iW@!ARY AVAIIAEU F'RX IrmA 

DEVICE:PATIJZNTNITRILE ExrMmmrm- (D) 
SEDECISICNM?iDE:2O-JAN-2000 

510(k) fimUmmn 

SEDEZ'ISIONMADE: 21-DEF2000 
'510(k) SUbWGU! AVAILAEB m FDA 

510(k) SUMWRY AVAIIAEU IWBl EDA 

DEVICE:WEUHALiZNSKYl?CXBCKDEVICE 
SEiDEiCISIoNM7iDE:14-NW-2000 
510(k) t3UWARY AWGLAELE l?RX FDA 
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WZLINXWMEDIC7iL !XS'Im& INC. 510(k) ND: KoolOl2 
ATIN:soJIT AlEurn PKNf3 m : 508-965-9850 
19BARVESTAVENJE 
DAKMXIH, MA 02747 

wEiscKl, INC. 
zffrl.aARLENc!~ 
921 SUNSET DRIVE 
EAST WCWIA, IL 61611 

510(k) ND: K981093 
pI-K%JE No : 309-699-7011 

wEsLEYJEssENotwp. 510(k) to X394335 
ATlWJWEPHFFOCs PH3lEm: 847-294-3306 
333 EAST - AVE. 
DESPLWNFS, IL60018 

ATIRjtXSEPHFFCQS‘ 
333 EAST - AVE. 

wI%sLEYsm. 

DBSPIAINES, IL60018 

LENSES,DuRAxm2(~ 
510(k) m KOo439 

A\ SHERCC7& t HYDFXPHILICX 
’ pf33E x93 :‘ 847-294-3306 

WES'IMKBICMEDIC%LINC. 
ATTNtSALuLIaBER 
cNEHAMpx3Nm.,SuITE302 
ExEmR,NHo3842 

WESIAIMBICME!DICbLINC. 
ATlNsIlEvE- 
cNEI-lAMmxm.,suITE302 
ExlimR,mo3842 

WESI7UMBICMEDICALINC. 
ATl!N:srEvE a-Qxm?R 
alEI-Im?xNRD.,~302 
EmJm,NBo3833 

-, INC. 
A!FJ!NzR?NXZLDEXlX 
401WElSC-IMAD 
ANNAuBs,MI 48108-9109 

WHITIWDEBI~CS, INC. 
-1013 
RITNtDEBRAMEiYER 
x2634 OLIVE BLVD. 
sr'. mUIs, m 63141 

510(k) m: K992221 
EHmEm:603-775-7300 

510(k) m: -51 
lT33IENo: 603-775-7300 

510(k) m: KOO1519 
liTzmEN0: 603-775-7300 

510(k) m: KOOO719 
ETxBEm: 734-655-3300 

510(k) m K993903 

pH.xFaND: 314-996-8540 

DEVICE: DIGITAL IIWZWTICNSYSTfM,DIS2ooO 
SEDECISICNMADE:lJ-JON-2000 
510(k) STA!mmw 

DEVICE:WFSCO- 
SEDECISI~MADE: 28-M7+R-2000 
510(k) sTW@NEm 

DEVICE:PFOSXT(MEMFXXN)soFll(BYDFXXXUJC)~~ 
SEDJXISICNMADE: 2a-MAR-2OCXl 
510(k) SUWiRY AVAILABU FFtX FI3A 

DEVICE:DWASWJ?2(lWbWWZN A)OPl'IFIT~C(BYD~PBILIC)~ 

SEDEXXSICNMADE: 20-M?&2000 
510(k) SUWiRY AVAIUBLE FRX FLR 

DEVICE:NXI~ pRlMARyAWIMI~I&DREtSSIN 
SEDECISIoNMNJE:O7-JUN-2000 
510(k) .SWWRY AVAILXZE F!RX FDA 

DEVICE:RCMm?rrl!OA?.fDF@SSIW 
SEDEZISICNMADE: 05-APFt-2000 
510(k) StRNiEZA~FFXMFNi 

DEVICX:ACI'ICXXfr7DRESSlX 
SEDEXZISICNHADF,: 06-CCT-2000 
510(k) SWMARY AVAILABU FXM FDA 

DEVICE:NEX7+RE2OMICRXfBUXDlTL'mR 
SEDECISICNMNX: 3O-MAY-2ooO 
510(k) ZXmmMNr 

DEVICZ:i%DXESIDEBIcMEcHANIcS LckJ-pEEDFILF:C7+BW,~~BIo-1 

SEDEXXSICNHADE:14-FEB-2OOfJ 
510(k) SUWAEtY AXULAE?U m.X FDA 
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wIlxLmDED-GMsH&m. 510(k) m: 
-, -mER, xc cz3ixD 
lYrIN:- KJL!mR EKNEX): 
- - 13 
pFo%IMEIMD-75179, 

Kcolo41 DEVIUCXC-GZD~ Fm AGGMIW, PGCGC[IDBFtXA 

49 723 I.37050219 SE DM=TSIckJMADE: 23-MAY-2OCO 
510(k) SUMM?GX AVAILXCE FTXX EDA 

mm1a,m. 510(k) bXh 
ZXI'INzMGGAF@ZJ~ JXXNENO: 
4900 BE?HANIA mcN RD. 
& 5951 GRASSY CmEK EmD. 
-, NC 27105 

336-744-0157 

WISAP - FUR WIc%mSw@5lO(k) ND: 
IStTNzH. = PIXXENI: 
FtuDxF-Dam20 
-, 

K992481 
49 0 8104/89080 

WISAP B !LTJR -10(k) m: It992513 

490 810 4/8908-O SE DECIS1C-N MADE: 17-M?iR-2ooO 
510(k) B 

lax333 KRY MEDICAL, Itc. 510(k) 1uD: 
ATm:Tm WLFE F2-KXF&No: 
79wEsr45OOsovIH,suITE21 
SALTLAxECIlY,Ul!84107 

KG02255 
8Ol-281-3ooO 

WXlLSIDEBICMCDICAL,INC. 
A!rm:c?z+Rx - 
21911 EXUE IANE 
L?SE I+WEST, CA 92630 

510(k) m: Ia 
E%XNENo: 949-462-09oo 

MXDWIDEMEDIC&CXXtP. 510(k) m 
ATINzLARRYRPIUYZ Ff-KNEIW: 
1903 K SIREEZT, N.W. 
wTIsmmm,Dc2ooo6-1108 

K993663 
202-496-7561 

~~I~c(sRp. 510(k) 10 
AlTNzLAFtRYRPIILYT =X0: 
1900 K SIREFX, N.W. 
~,Dc2ooofillOS 

TxmmIDEm1mocwp. 510(k) m: 
ATlNzIARFXRPIUX PDNEIW: 
1900 K SI'RE!Z, N.W. 
wzL%Imm,Dc2m6-1108 

DEVICE:WlIXN-CXXKREXJSABLElcrrBIOPSY~ 
SE DECISICN MADE: 15-MM-2000 

510(k) SUMARY AVAILABU E'FC%l FDA 

DEvIaz:m2=uP-FNExJcIzzwmm, WISAP #705Oc, #705rn, #705Oa5? 
SE DECISION MADE: 17-&i?@-2OCC) 
510(k) imi!mmm 

DEvIa: T!EEmE-PNEU cc2mnm, WxsAP #707cc, #707GcF, #707ca$ #707OcME 

IQ94138 
202-496-7561 

K994139 
202-496-7561 

DEvIa3: L M-cxxss 
SEiDECISICNMADE:18-SEP-2000 

A!icMIzATIm DEVICE (&fzmIc) 

510(k) SUM@RY AVAXABXE FXM FDA 

510(k) SUbMARY AD ?iTuX FDA 

DEVICE:FIRsTcHMxFKMEiDIM;TES!l?('Mc) 
SEDECISICNMADE:23-JUN-2ooO 
510(k) SUbMARY AD F'FCM EDA 

DEVICE:FIRsTCXZKIXtGD~TESTPANEL3 
SE DEXXSICN MADE: 23-JUN-2000 
510(k) SUMARY Am FI8Z.f l?DA 

DEVICE:FTlXl'Cl%XXMED~TEsTPANEL2 
SE DECISICN MADE: 23-JUN-2000 
510(k) SCM?GY A?C4IUBU FTUX FDA 
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wL%ummx~I~~rn 510(k) N3: K993852 
ATINzLARRYRPIUYl! FKNE M3 : 202-496-7561 
19COKSIREZXNW 
wrbsmmm,Dc2ooo6 

WRMEmCxd EKlEcmacs ax 510(k) ND: KOOO574 

WRIW MEDICAL -, INC. 
ATrN:mNNE - 
5677 AXRIDE RD. 
?ilamam,m38002 

wlmxu?rnI~ -, INC. 
m:LYNNE w 
5677 AIRLINE RD. 
AFubmam,m38002 

WRIcmMEDI~ -, INC. 
l%rl!N:Er-lABM~ 
5677 AIRLINE RD. 
ARLmGMv,m38002 

imIGr-?rmI~ T?znmxm, INC. 
ATllNzEX-lABMMIIAIL 
5677 AIRLINE RD. 
ARLmzlm,m3SOO2 

WRIGHTmI~ TEcHNcBM=y, INC. 
ATIN:EHABMEWAIL 
5677 AIRLINE RD. 
Aluamcm,m3SOO2 

mPAsIAP~CSDN.mD. 
ATm:YuEwAH cl2-m 

. , 

PfXNE ND : 651-430-9930 

510(k) NX K.994061 
FBXEi~:901-867-4620 

510(k) No: KM31706 
PIZNENo:901-867-4620 

510(k) FK% KO02149 
Pi-8.3a ID : 901-867-9971 

510(k) M3: Koo2683 
PKNE NO : 901-867-4732 

510(k) ND: KOO3016 
RKNE M3 : 901-867-9971 

510(k) hx): KG%971 
HEeTENo: 60384 61486 

Im 1, JATAN 3, 
KAWASANPERU--E?ARu 
SALAKTINGGI,sEpAI\x;~, 

wRPASIAP?cIFIcSDN.Em. 510(k) ND: KOOl280 
tlzlmumwllMmI.N- ~(5OMXRXWWSOR~ 

ATm:YuEwAH a337 PHXEIND: 6038461486 
Im 1, JALAN 3, 
IcIwsANPERusAHAANBANDARBARu 
SAT.AKTnmI,SEEnmsELANGoR, 

DEVICZ:FIR=cHMxHXEDRWTEfiZ'PANEL4 
SE DEZISICN M?QE: 29-NW-2000 
510(k) SLNARY AVAIL?BU FFfXd BDA 

SEiDFxxs1CNMmE:09--2000 
510(k) SLJWAFZ AVAILABU m HXi 

DEVICX:XXXN-TDISt!XLRADIXPL.?QEi 
~DECISICNMADE:14-F'EFb2OOO 
510(k) SLBWGtY AVAIUBIE FiXM FDA 

DEXfCX:WMXXJLAR SHlxRDER SYSTEM 
SEiDECISICNM?iDE:X-AUG-2ooO 
510(k) SDbWBY Am F'FXN mA 

DEVICZ:lXNEWEBSYSTEM 
SEiDBCISICNMADE: 31-AUG-2CCIO 
510(k) SUbNARY AvzIlIABLF: Fi?Xd l!DA 

DEVICZ:WTULTRA-F'ITMXXJLARfZ.HCWD~SY~ 
SE DECISICNb!ADE: 22-Nh'-2ooO 
510(k) SUhWWi Am = HX+ 

DE?JICX:P.tQ-FENJRR 
SF,DEL!ISICNMADE: l3-D-2000 
510(k) SDmhRY AVAIIAEU F'IXX4 FDA 

510(k) SLBNARY A- FNX FDA 

SEDECISICNMADE: XGMAY-2000 

510(k) SUWAFtY AVAIIAEU FFxX FDA 
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wRPAsIAPAcIFIcsDN. BHD. 510(k) m Koo16l.3 
(!lESIEDFCRUSEwITHcHEMJMERAwDRLGS) 
ATIN:YuFIwHA a-3.x FJEKXJEN3: 60387061486 
mc 1, JAL7w 3, 
--BANDARBARU 
SaAKTINGGI,~sELANxw, 

wRPAsIAPACIFIcSDN.EHD. 510(k) 1u3: KOO2064 
IQXSTERILE(TEXL!EDF0FtUSEWITH~DRuG)LZBEL 

24srxN:YuFlwAH a33 Pi-DIE N3 : 603 870 61486 
ml! 1, JALAN 3, 
KrumsAN-BANDARBARU 
SALAKTINGeI,SEP~~, 

WEtPASIAPACIFICSDN.JiWD. 510(k) ND: KDo3019 

SE DECISICN MADE: 22-IWG2000 

510(k) SLRMiRY AW4IIXXE FF0f EDA 

DEvIcE:(MMFIT-~~ERFliEEHulE NYxmILE-~-, 

SEDECISICNMADE:2%NW-2COO 

510(k) St&MARY AVAIIAEW Fk=04 FDA 

ATIN:YuEwm (zzxw PIXNEm: Oll60387061486SEDEZISIaVM?4DE: 034X-2COO 

WFP-- SDN. BHO. 510(k) ND: KM)2579 

%ZmzAN HUSSEIN 
ctrNmNrIABELIIx:CLAIM (5o‘MkIxmAM a-) 

FKNEiN3: 60 3 87069788 
mrll, JL.2,n-B 
BNDAFtEfARUSMKTIWX 
sEJJwoRDAuRLm, SEPm, 

WRPSPECIALTY PFCDETS SDN. BHD. 
TERILE,axvllAINs5oMI- 

510(k) m KC02975 
CRLFSSOF'iUTAL~ 

ATmMM)HAIzAN HUSSEIN pI-nlEND: 60387069788 
mm. JL.2.m - 

WRP-TY- SDN. BBD. 510(k) m KOO3l.32 
(NE, - -5oMI-oRLEs5oF'I\JIIAT,wA 
iwIN:MJHDHAIzAN HUSSEIN FT-mFlm: 603 387 069788 
uYrl1, JL.2,m PERmmmN 
EMDAREA?WST.AK~I 
isExAmmDAuRLMsAN,~, 

wsPsPEcIAL~-sDN. Em. 510(k) N3: KC03307 
c#E,m-- 5oMI~cwLEssoF~w 
ATm:m3DBAIm HUSSEIN PiXNEIV.3: 60 3 87069788 
Lmll, JL.2JmmN PERwamw 
EmDAREmUSLAKTINoGI 
-DAuRLMsAN, SEPm, 

510(k) StMGRY AVAXABLE FXM FDA 

DEXICZ:DElWGRIP Ecx-JDw K3LYMER-m -mGLcNEwI 

SEDEiCISIONbBDEr 084EE'-2000 

510(k) StMdMY A.. FRX ?%Wi 

DEXICZ:DERMGUP~ERFREZ FrlLYmxmsArw WIMIMLTIceJmS 

sEDEms1mMADE: 24-CCl!-2m 

510(k) SLRHG?Y AVAXABLE FFXM EDA 

DEVICE:DERWGRBKHXRFREEEiLUEi FlxYMfmwLATEx-mGL 

SE DEXISICN WE: 17-NW-2000 

510(k) SLUM?GZ AVAIIABLF: FRW lQA 

DEVIC'!Z:DERGGtUP FUfiDERFREEiPINK FcKxMER~~-cNGL 

SE DECISION MADE: 22-WV-2000 

510(k) SUM4RW Am FRM EDA 



WRP~WY SDN. BHD. 510(k) m: KO93309 
OZNWlNS5OMI~cBi!LESSOFwIlAL-- 
ATm:KHDBAIzAN HUSSFIIN 
rmll, JL.2,KAwIsAN PEFaawm 
EBNDARBRUSL?tKTINGGI 
SELANGORDAURLMSAN, SEPm, 

WYWEKDIZ'BBMCS,INC. 
ATIN:- CHENG 
6146 NANCY RIIXZ DR., 
SUITE 101 
SANDIMX),C?i92121 

x5 x-Fwf OZP. 
ATnJ:wILLIAMw~s 
4220 P&4LlXR DR., P-0. BQX 1857 
CRysllAc IWE, IL 60039-1857 

XENIEKMmIa&,INc. 
ATlN:Jm EDDm 
6136 FM 1616 
ATHENS, TX 75751 

XEm!EKM!aIcxL,INc. 
ATlmJIM EI3acms 
6136 EM 1616 
zstsims, TX 75751 

XIMEDz&m~~ 
ATmLEE Bm 
2195 TRADE ZONE BLVD. 
SANJc6F#,ca95l31 

XITECINC. 
ATIN: SHEILAM- 
49 PLAIN $53ImEr 
ra3'E-i -, MA 02760 

N'IN:DEBBlE DAVY 
2568 BRISIOL (IZiXXG 
-, 

ATI!N:DAvID TIMLIN 
6743 -m DR. I92RIH 
m, FL 32216 

PENE ND : 60 3 87069788 

510(k) Ex): KS92658 
PENE m : 8584523198 

510(k) t?Jz K993958 
FT-ENEi IT3 : 8X5-455-2470 

510(k) ND: Kooo3l3 
l?l!mE rm : 903-675-1429 

510(k) ND: KHJO737 
FtJxxm Iv3 : 903-675-1429 

510(k) ND: K994151 
pI-xNl3ND:408-945-4040 

510(k) m KOO3568 
PI-KNEW: 508-643-0434 

510(k) ND: KO02969 
PHXE KI : 905 829 5300 

510(k) I0 K992855 

PI-KN FD : 904-279-7532 

-ADDREssLIsr?NGFcwmRHm m (SE) 510(K) subNXE3 C.43 510(K) m 16-JAN-2a. 
Fcwl?I.WGDEcIS1cNSREMlEREDDuRIIu='MEPE!FU~01JAN-2000 THFKXEH 31-DE02000 page 382 

DEVICZ:DERMWRIP lxc%mERFREEGREENpQwlMER- ExAMnmTcNGImEs 

SF.DECGSION&?ADE:22-NW-2CCO 

510(k) SCRNiRY AVAILAEU Z'HM m 

DEWICE:CSCMULTBASTREE'ATEST,MLDELl47 
SEtDEZISICNMADE:&JAN-2ooO 

510(k) ZxCMmmC 

DEVICE: IDX-60 nww%w, X-RAY 
SEDECISICNMADE:14-FEE&2000 
510(k) smtmm?r 

DEWICE:TEZZWBY~~~ 
SFaDECISICNM?iDEi:l6-JUN-2OC0 
510(k) SLBMARY Am FF0i m 

DEVICTC:CfBXI&D~SFiT 
SEDEcIs1cNMADE: Ol-Au?-2Om 
510(k) SUMMY Am Ft?Z.l FDA 

DEVICE: PERanx- IWECTICN/ASP~~~NEEDLE~/D~~ 
SEDExxs1oNMmFa: Ol-MAR-2m 
510(k) SiMmmt' 

DEvIaz: xIscAN 6cGo IMIu=INI= SYm 
SE DECISICN &WE: 27-DEG2000 
510(k) ‘SWMRY AD E'ECM FDA 

DEVICE:XL?MEMlKEDFCTEMTW HEmBox, l-tzx.lEL EP-8 
SEDECISICNEADFa:O8-DEG2OOO 
510(k) SLMMARY AVAILAEU BT0f FDA 

SEDECISICNMADE: 21-JAN-2000 
510(k) fZUH%RY AVAIUBE m FDA 



suEaTmRADDREssLI~~cDRH~ m (SE) 510(K) LXM?WES OR 510(K) m 
FORFIN&LDEcIS1CNSRENDEREDDURlXTHFaPERI~01-JAN-2000 -3l-D~2ooO 

6743 -m DR. Nc%MI 
B,n32216 

XmED, INC. 
ATlNMARTINDSAXZNT 
6743 s(xRHpoINT DR. rKx?m 
-, FL 32216 

BmED, INC. 
MINzMNUlNDSARZNI' 
6743 tSC#EEOIIVI'DR. NORm 
-, FL 32216 

xr4m, INC. 
m DAVE TIMLIN 
6743 -INI' DR. NWIH 
-, FL 32216 

lxxm. INC. 
ATIN:~DIAM PREfSIW 
6743 EXXIBEOm DR. NOR!fH 
-, FL 32216 

XcNm, INC. 
ATINzMAKl?INDSAFGEXC 
6743 i3oUmmINr DR. mF?tH 
-, FL 32216 

IxMfD, IcrKz. 
A!rlmDAvID TIMLIN 
6743 SamwlINT DR. r@XtH 
-, FL 32216 

xc%lED, IIC. 
A!lTNtMAFUZND~ 
6743 sOL?lSOl.Nl'DR. IWKIH 
JAMSOPJVILJ;, FL 32216 

Y-BE?94-IEs, INC. 
ATIN:JUDYF~ 
18732 spI;INAw 
IRVINE, Ca 92612 

z-IQYr, INC. 
ATINz~FTAEXlA 
2903SIMMSsl'REET 
EIZLWXD, FL33020 

510(k) N: K993582 
lmNE m : 904-296-6454 

510(k) ND: K993653 
pH3NE m : 904-296-9600 

510(k) Ix): K994262 
Ff-mE I?3 : 904-279-7586 

510(k) m: KOOl148 
F4fmE m : 904-279-7532 

510(k) ND: E(oo2395 
l3-smE IKI : 9047332-8959 

510(k) ND: KO02828 
F3%3JE m : 904-279-7586 

510(k) m: Koo2897 
EJKm htl : 904-279-7532 

510(k) N3: w302987 
FT-EW m : 904-279-7586 

510(k) m: -727 
pH3NE r?3 : 949-854-6314 

510(k) tXX KDo2893 
FmNE ND : 954-927-2044 

DEJA~:M%IIFIcATIoNTD~~II 
SEiDECISICNM?iDE: 2OdiW-2ooO 
510(k) SLRMARY AVAIUBLE FX&f FDA 

DEfmz: MI-m TRxmsAND- 
SEiDEzaSIcNMADE:O9-JuN-2ooo 
510(k) StMlAEH AWGLAlXE FXXX FIIA 

DEVICZ:FRtXCALSINUSTHGmNWI~~ 
SEiDECISIoNMADFi:OGFBB-2000 
510(k) XJmmRY AVAILAmE FM.X FDA 

DEvIcaz:MEmzEL(YmIcGIcP~ 
SEiDFX!ISIONMADE:O3-JUN-2ooO 
510(k) SUMARY Am FXal EDA 

DEVICE:MZDEL3OCXASSIC~ 
SFaDECISICNM7GE: l.l-DEG-2000 
510(k) SUMARY AVXIAELE FXM FDA 

DEVICWXPSNITX)SYSIEM 
SE DECISION MADE: 17-cXl!-2OCO 
510(k) SUMMARY AL4IIAmX FIlcpl Xn 

DEVICE:TITANmMMIDD~E?iRPFWmEmS 
SE DEXXSICN MADE: ll-CClb2000 
510(k) SOtWiRY AVAXAEXX FXN FDA 

DEiVICE:FtEMRWICXCMlBMXXXXARENEf&XzED~E 
SEiDE%XSIoNMWE:O4-DEZ-2ooO 
510(k) SWQRY AUAIIXLU FfUM FDA 

DEVICE:BUFFGI~C!LTSURGI~LASERSY~ 
SE DECISION MADE: 19-s%??-2000 
510(k) SUMMARY AVAILAEU m Fz)A 

DEvIm: - PLUS 
sEDEiCISICNM?DE:O4-DEiC-2COO 
510(k) SUM!ARY AVAILWLE = FDA 



suEEarpiADDREssLI~FoRcDRH-~ CW 510(K) - CR 510(K) - 
FQRFINALDECISICNSRWD~~THEPERI~01-JAN-2OOOm 31-DEC-2000 

zANDERMEDIczu;suppLIEs,INc. 
Alrm:FluEDEL~zANDER 
7558mcr., SuITE#4 
P.O.650790 
VEFO BT!NH, J?L 329654790 

zANDmm1cAtsuppLIEs,INc. 
ATm:J?RIEDEL~ zANDER 
7558THcr., suITE#4 
P.O.650790 
wm BEACH, FL 329654790 

zANDERMmIaLiswPLlm,INc. 
ATm:FFuEDEL MWZANDER 
7558mcr.,SuITfz#4 
P.O.650790 
VEEU BEACH, FL 329654790 

zcv ,INc. 
ATlN:PRIx!ILLA moax 
298 -AVE. 
lmscN,IuJOm37 

riz-iE 
ATm:m zHAt?s 
298 - AVE. 
EmxN,NJO8837 

zcv ,INc. 
22-7-02-1-10-O 

A!rlN:m zE-mN+ 
298 - AVE. 
lmSm,NJO8837 

zEsrANclmRs, INC. 
ATIWPAUL zwsT 
2061wINEFamPL.,SuI!cE100 
ESCONDIDO, CA 92029 

ZFXJS -c, INC. 
EM 
A!t'l%b!AFtKJNXNMSKY 
P.O. Kx 38 
RARlmN,NJo8869 

510(k) ND: KOO2961 
PI-KNENO: 561-569-5955 

510(k) m: x002971 
F%mi!i 1x) : 561-569-5955 

510(k) hlD: KOO3184 
E?mE ID : 561-569-5955 

510(k) m I@91060 
F'IXNE ND : 732-225-m 

510(k) In IX)02481 

E?-KBJE N3 : 732-225-3800 

510(k) m: Koo3118 

PIDJEN3: 732-225-3800 

510(k) No: K994257 
HIXUEND: 760-743-7744 

510(k) m: KOOO362 

PKNENO: 908-52&3744 

lW--2oc. 
Page384' 

DEVIC!Ei:MIIWfUBMIJL!lTI-FURIOSE- 
SE DEZISICN M&DE: 21-NW-2OCO 

510(k) SUWG?Y AWUIABIE FIXX XZi 

DEVICE:MlG- l.llmmB-msYm 
SEDFCIS1CNt4NE:15-DEC-2000 

510(k) StMGRY AVAIUEEE FRN EDA 

DEVICE:RSBICJIECHGAT.AXY 'R'C02 IN(XMXR 
SEDECISICNMADE: 20-NX-2000 

DEmc!E:zYNExYzcLmI~~sI~~, z5.mxl z5oooo 
SEDEcISIm~:O6-APR-2m 
510(k) SUMARY AVAIL?@U J%XX EDA 

DEVIC!&ZYNEXXJ?ENHEWACE~SBIK)LAR~, mET.4 04-x-4 

SBDECISICXVMADE: 07-DEXh2000 
510(k) SUMARY AVAIWXE FFXX EDA 

sEDJiZISICNMADE:2O-DEiG2~ 
510(k) SUbWiRY AVAIIABU FFU.X FIIA 

DEVICE:IENDRIMpLANTANcHc% 
sEDEXXSICNMADE:17-MAR-2OCYJ 
510(k) m AVAIMBLE J?FCM m 

DEVICE:MXXFICWICN'IOZEUS scIEs1TIFIc,INc.,TFo1GGEI;IsATESTSYSI 

sEDECIS1CNMADE:1&F!ZB-2000 
510(k) sIMFMmT 



ZEUS WC, INC. 
TEsrsYm 

A!t!MMARKJK13pNITsKy 
P.O. mx 38 
RT4uTAN, NJ08869 

510(k) m: KOOO363 

PHWEI'D: 908-526-3744 

ZEUS -c, INC. 510(k) ND: xooo879 
!tmLANENzYMELzNKE13- ssA!l(ELIsA)FoRT.m 
ATIRMARKJIUXWBKY FWZ'EIu3: 908-526-3744 
2OOEmNSmY 
V,NJO8876 

ZEUS DC, INC. 510(k) ND: KOOO880 
TEM.ANENzyMEmw AssAY(ELIsA)m?HE 
A!ITRb!ARKJBXNIBKY PENEN-3: 908-526-3744 
2OOEmNSmY 
s,Wo8876 

ZEOS -c, INC. 510(k) m KCQ1393 
sYsI!EM.ANENzyMEm- ASSAY, ELISAFOR 

A!lTRMARKJRXNMSKY PlXNEN3: 908-526-3744 
2OOEvANSmY 
s,IUJO8876 

ZJlaER, INC. 
A!rIwIzAFaNczuN 
P.O. I3x 708 
I+zARsw, IN46581-0708 

510(k) BRBz K994286 
pH=%JE m : 219-372-4219 

ZIMMER, INC. 510(k) hK): Koo1733 
SY~,mEL8011 SERIES& 1109 is8109 SERIES 
mFREDm PsEkJE ND : 219-3724294 
P.O. Em 708 
wzARsm/ IN46581-0708 

zR-!MEx, INC. 
A!tTN:LAURADWZLITW 
P.O. E3x 708 
wARsi%?, IN46581-0708 

510(k) m KC01989 
JGT-mE m : 219-372-4523 

ZlIbmER, Ihc. 
A!rI!N:KAREN aa.N 
P.O. Ex 708 
WARSAN, IN46581-0708 

510(k) m KOO2960 
PMWE NO : 219-267-6131 

zOmm1c!ALocwp. 
A!lTWPAUL DIAS 
32 SEUXQAVE. 
E!ummam,m01803 

510(k) Ix): K993036 
PI-KNE NO : 781-229-20 

DEVICE:MXIJ?ICBTI~'IOZ$XJS -c, INC., - IGGELISA 

sEDECISICNMADE:18-FEB-2000 
510(k) STATEMENT 

DEvIa3: !I!rB AEms (m )APPLICRTICNOF~TI:IGGELIsATESTSYS 

SE DEcIs1cGJ MAD': 22-MAY-2ooo 
510(k) SUWARY AVAILXKE FF%X F13A 

DEVICS: THE APIUS (m APPlXCRITCNOFTWlTOIGGELBATESTSYS 

SEDFCISICNM~CIE: 22=%Y-2ooO 
510(k) .TUMARY AD FRZN FI;FA 

DEVICE:TBEAFTUS, AUIQWEDAPPLIC2UT~OFTHEGadADINIGAELIsATEsI 

SE DECISICNMADE: 07-.YUN-2ooO 
510(k) tYlXWEm 

DEVICZ:ZMRHIpSY~~SsI~ 
SEiDECtSICNM?iDE:1O-MAR-2ooO 
510(k) SUh%RRY AVAILABU FRX EDA 

DJZVICZ:AUENhlEDWUW cEtm?rw, ZIb!MER~pL;u;!~ 

SEDECLSIONMADE: 2O-JUN-2000 
510(k) SUMMARY AVZLAEXE FICM FDA 

DEVIC!E:OXNRAD/~~ELBcxJ.KHlEL32-8105sERIEs 
SEDEiCISIoNM7iDE: 255u62000 
510(k) SUMARY AWCUXKE m l!DA 

DEVICE:!lXIUXXAUWBWAR SYS!mL?dGEHFPJ)LINER,m~6353 
SEDECISIONMADE: ll-DEXT-2000 
510(k) SUMARY AVAILNQZ FI0i FDA 

DEVICE:ZC&I,MS~20~~ 
SEiDEcrs1cNmm 28-FEB-2000 
510(k) STA!mmm 



~ADDREssLI~mcDRH~ 
FcRFTNAT.aDEmSI~~ 

m (SE) 510(K) SUMXCES CR 510(K) m 
DDRIm~pERIco01JAN-2000 !CTCWH31-DEc-2000 

16aw2d 
Page386 

ulttMED1a(MRe. 
ATIRPAUL DIAS 
32 SELmDAVEL 
BLRLmam,MAOlSO3 

zl?MEoawe. 
A!tmkGREmLulMLFy 
1201 "B“ N. IUCF, AVE 
Q)(NARD, CA 93030 

ZYMEDmDIcaL~~ 
m-UlMLFy 
l.201BNXTHFUCEAVENDE 
cu(NARD, CA 93030 

Z!mRx~I~,INc. 
3-m-3 
ATIN:JIrz zimIu3 
298 - Am 
ED1ScN,w08837-3839 

510(k) m: x002029 
Pf-KNE 1uD : 781-2294020 

510(k) hx): xM113OB 
FfTn?E m : em-235-5941 

510(k) X0 KC02004 
EHZNE r?3 : 803-235-5941 

510(k) Wz KOO2687 

PKNE PKI : 732-225-m 

DEVIC'E:ZQLLMSEFtIESNIBPQE'TI~,MalEL~ NIBP 0PrIm 
SBDEXXSIGNIGDE: 21-SEP-2ooO 
510(k) itimmmn 

DEVICE: l+%xnFI~oN !to z!mED - SYm, mEL ERSMEW 
SEiDEXXtSIoNMRDE:17-MW-2000 
510(k) SMGRY AVAIIXLE mx&f FDA 

DEVICE:ZYBIT 
SEDECTSICN&!ADFa: 21&E%2000 
510(k) !UMARY Am F'Fa4 l?DA 

DEXUX: ZYNERXZ4 TFMWEXUSBIRILARPACING c.!Rmam,mm~x~2- 

SBDEXXSICNMADE: 09-NYV-2000 
510(k) !XJHARY AVAIUW.8 FRx FDA 



TWIRL 510(k)s !EiIS PERIOD 3454 
!twrALwI!rH- 2578 
!lLcmLwI?Hm 876 


